
MEMORANDUM OF UNDERSTANDING 

within EPTRI - European Paediatric Translational Research Infrastructure 

BETWEEN 

ALBANIA 

Agjencia Kombetare e Kerkimit Shkencor dhe Inovacionit, with its headquarter in Rr “Papa Gjon Pali II”, Nr 

3, 1001, Tirana, Albania (hereinafter referred to as “NASRI”), 

Qendra Spitalore Universitare Nene Tereza, with its headquarter in Rr e Dibres 370, 1000 Tirana, Albania, 
(hereinafter referred to as “UHCT”) 
 

AUSTRIA 

OKIDS Organisation Kinderarzneiforschung – Madecines for Children Research in Austria with its 

headquarter in Zimmermannplatz 10, 1090 Wien, Austria (hereinafter referred to as “OKIDS”), 

St. Anna Children’s Cancer Research Institute with its headquarter in Zimmermannplatz 10, 1090 Wien, 

Austria (hereinafter referred to as “CCRI”)  

Medical University of Graz with its headquarter in Auenbruggerpl. 2, 8036 Graz, Austria (hereinafter referred 

to as “MUG”)  

University of Vienna with its headquarter in Universitätsring 1, 1010 Wien, Austria (hereinafter referred to 

as “UNIVIE”)  

BELGIUM 

Antwerp University Hospital with its headquarters in Wijlrijkstraat 10, 2650 Edegem, Belgium (hereinafter 

referred to as “UZA”)  

Cliniques Universitaires Saint-Luc with its headquarter in Avenue Hippocrate, 10 – 1200 Bruxelles, Belgium 

(hereinafter referred to as “CUSL”) 

Université de Liège, public institution with legal personality, having its administrative offices in Belgium, 4000 

Liège, Place du 20 Août, 7, company registration number 0325.777.171, represented by Prof. Wolper Pierre, 

Rector, (hereinafter referred to as “ULiège”)  

Centre Hospitalier Universitaire (CHU) de Liège, with main office in 4000 Liège, Domaine Universitaire du 

Sart Tilman B35 (VAT number: BE0232.988.060) legally represented by Monsieur Julien Compère, 

Administrateur délégué, in presence of Professor Marie-Christine Seghaye, Head of pediatrics (hereinafter 

referred to as “CHU Liège”) 

Hôpital Universitaire des Enfants Reine Fabiola with its headquarter in Avenue Crocq 15 - 1020 Brussels, 

Belgium (hereinafter referred to as “HUDERF”)  

Institut de Pathologie et de Génétique with its headquarter in Avenue Georges LeMaître 25, 6041 Gosselies, 

Belgium (hereinafter referred to as “IPG”) 



KU Leuven with its headquarter Oude Markt 13, 3000 Leuven, Schapenstraat 34, 3000 Leuven, Belgium 

(hereinafter referred to as “KUL”),  

Universiteit Antwerpen with its headquarter in Prinsstraat 13 000, 2000, Antwerpen, Belgium (hereinafter 

referred to as “UA”) 

Université catholique de Louvain with its headquarter in Place de l'Université 1, 1348 Ottignies-Louvain-la-

Neuve, Belgium (hereinafter referred to as “UCLouvain”) 

 
Universiteit Gent - Ghent University, public institution with legal personality, having its administrative offices 

in Belgium, 9000 Gent, Sint-Pietersnieuwstraat 25, company registration number 0248.015.142, for whom 

prof. dr. Rik Van de Walle, rector, acts by delegation pursuant to the Board of Governors' decision, acting on 

its own behalf and on behalf of its unincorporated division University Hospital Ghent, with main office in 

9000 Ghent Corneel Heymanslaan 10 (VAT number: BE0232.987.862) (hereinafter referred to as “entity 

UGent” and/or “entity UZGent”) 

CANADA 

Institut National de la Recherche Scientifique with its headquarter in 490, rue de la Couronne Québec 

(Québec) G1K 9A9, Canada (hereinafter referred to as “INRS”), 

CYPRUS 

Cyprus Federation of Patients’ Associations with its headquarter in Agiasmaton 10, 2230, Latsia, Cyprus 

(hereinafter referred to as “CyFPA”), 

European University Cyprus with its headquarter in 6, Diogenis, Engomi, 1516 Nicosia, Cyprus (hereinafter 

referred to as “EUC”), 

Frederick University Cyprus with its headquarter in 7, Y. Frederickou Str. Pallouriotisa, Nicosia 1036, Cyprus 

(hereinafter referred to as “FUC”), 

The Cyprus Institute of Neurology and Genetics, with its headquarter in International Airport Avenue 6, 
Ayios Dometios, 1683, Cyprus (hereinafter referred to as “CING”), 
 

University of Cyprus with its headquarter in 1 Panepistimiou Avenue, 2109 Aglantzia, Nicosia Cyprus, 

(hereinafter referred to as “UC”), 

University of Nicosia with its headquarter in 46 Makedonitissas Avenue, CY-2417 Nicosia, Cyprus, 

(hereinafter referred to as “UNIC”), 

CZECH REPUBLIC 

2nd Faculty of Medicine, Charles University in Prague with its headquarter in V Uvalu 84, Praha 5, 150 06, 
Czech Republic (hereinafter referred to as “LF2”),  

Faculty of Pharmacy in Hradec Kralove, Charles University with its headquarter in Akademika Heyrovského 
1203, 500 05 Hradec Králové, Czech Republic (hereinafter referred to as “FAP”),  

Fyziologicky Ustav Ceska akademie ved Verejna Vyzkumna Instituce, with its headquarter in Videhska 1083, 
142 20, Praha 4, Czech Republic (hereinafter referred to as “IPHYS”) 



FRANCE 

Assistance Publique – Hopitaux de Paris, with its headquarter in 3 Avenue Victoria, Paris 75004, France 

(hereinafter referred to as “AP-HP”) 

 
GERMANY 

Charité – Universitätsmedizin Berlin with its headquarter in Charitéplatz 1, 10117 Berlin, Germany 

(hereinafter referred to as “Charité”), 

Goethe University of Frankfurt with its headquarter in Max-von-Laue-Str. 9 60438 Frankfurt, Germany 

(hereinafter referred to as “GUF”), 

Universitatsklinikum Erlangen with its headquarter in Maximiliansplatz 2, 91054 Erlangen, Germany 

(hereinafter referred to as “UKER”), 

Universitaet zu Luebeck with its headquarter in Ratzeburger Allee 160, 23562 Luebeck, Germany (hereinafter 

referred to as “UzL”), 

Universitätsklinikum Jena with its headquarter in Bachstrasse 18, 07743 Jena, Germany (hereinafter referred 

to as “UKJ”) 

 
GREECE 

Aristotle University of Thessaloniki with its headquarter in University Campus 54124 Thessaloniki, Greece 
(hereinafter referred to as “AUTH”), 
 
Athena Research and Innovation Center in information Communication & Knowledge Technologies with 

its headquarter in Artemidos 6 Kai Epidavrou, Maroussi, 151 25, Greece (hereinafter referred to as “ATHENA 

RC”), 

Idryma Iatroviologikon Ereunon Akademias Athinon - Biomedical Research Foundation, Academy of 

Athens with its headquarters in 4 Soranou Ephessiou St., 115 27 Athens, Greece (hereinafter referred to as 

“BRFAA”),  

Centre for Research and Technology Hellas with its headquarter in 6th km Charilaou-Thermi Rd, GR 57001 

Thermi, Thessaloniki, Greece (hereinafter referred to as “CERTH”), 

National Center for Scientific Research “Demokritos” with its headquarter in Patr. Gregoriou E & 27 Neapoleos 

Str, 15341 Agia Paraskevi, Greece (hereinafter referred to as “NCSR-D”), 

National and Kapodistrian University of Athens with its headquarter in Athens 157 72, Greece (hereinafter 

referred to as “NKUA”), 

University of Patras with its headquarter in 26504 Rio Achaia, Greece (hereinafter referred to as “UPatras”), 

HUNGARY 

National Institute of Pharmacy and Nutrition (Országos Gyógyszerészeti és Élelmezésegészségügyi Intézet 

- OGYÉI), with its headquarters in Zrinyi Utca 3, 1051, Budapest (hereinafter referred to as “OGYEI”) 



Semmelweis Egyetem (Semmelweis University) with its headquarters in H - 1085 Budapest, Üllői út 26, 

Hungary (hereinafter referred to as “SE”) 

IRELAND 

National Children's Research Centre with its headquarter in Gate 5, Our Lady's Children's Hospital, Crumlin, 

Dublin 12 (hereinafter referred to as “NCRC”), 

Royal College of Surgeons in Ireland with its headquarter in 123 St Stephen's Green, Dublin 2, Ireland 

(hereinafter referred to as “RCSI”), 

University College Cork with its headquarter in Coláiste na hOllscoile Corcaigh College Road, Cork T12 K8AF, 

Ireland (hereinafter referred to as “UCC”) 

ISRAEL 

Bar-Ilan University with its headquarter in Ramat Gan, 5290002, Israel (hereinafter referred to as “BIU”), 

Hadassah Medical Center with its headquarter in Ein Kerem, West Jerusalem, Israel (hereinafter referred to 

as “HMC”), 

Hebrew University of Jerusalem with its headquarter in Q6VR+RH Jerusalem, Israel (hereinafter referred to 
as “HUJ”), 

Jerusalem Ministry of Health with its headquarter in 39 Yirmiyahu St., Jerusalem 9101002 (hereinafter 

referred to as “JMoH”), 

The Sheba Fund for Health Services and Research with its headquarter in Derech Sheba 2, Ramat Gan, Israel 

(hereinafter referred to as “FHSR”), 

Technion – Israel Institute of Technology with its headquarter in Senate Building Technion City, 32000, Haifa, 
Israel (hereinafter referred to as “TECHNION”), 

Tel Aviv University with its headquarter in Tel Aviv-Yafo, Israel (hereinafter referred to as “TAUni”), 

ITALY 
 
Alma Mater Studiorum - Università di Bologna with its headquarter in Via Zamboni, 33 - 40126 Bologna, 

Italy (hereinafter referred to as “UNIBO”), 

Azienda Ospedaliera Universitaria Consorziale Policlinico di Bari with its headquarter in Piazza Giulio Cesare, 

11, Bari, Italy (hereinafter referred to as “AOPB”), 

Azienda Ospedaliero Universitaria Meyer with its headquarter in Viale Pieraccini 24 50139 Firenze, Italy 

(hereinafter referred to as “AOU Meyer”), 

Consiglio Nazionale delle Ricerche with its headquarter in Piazzale Aldo Moro, 7 - 00185 Roma, Italy 

(hereinafter referred to as “CNR”), 

Consorzio per Valutazioni Biologiche e Farmacologiche, with its headquarter in via Putignani 178, 70122 

Bari, Italy (hereinafter referred to as “CVBF”), 

https://en.wikipedia.org/wiki/Ein_Kerem
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Fondazione PENTA – for the treatment and care of children with HIV and related diseases – Onlus with its 
headquarter in Torre di Ricerca Pediatrica Corso Stati Uniti 4 35127 Padova Italy (hereinafter referred to as 
“PENTA”), 
 
Fondazione per la Ricerca Farmacologica Gianni Benzi Onlus with its headquarter in via Abate Eustasio, 30 
– 70010 Valenzano (BA) Italy (hereinafter referred to as “FGB”), 
 
Fondazione Telethon with its headquarter Via Varese, 16/B, 00185 Roma, Italy (hereinafter referred to as 
“Telethon”), 

Italian Network for Paediatric Clinical Trials with its headquarter in Piazza Sant’Onofrio 4, 00164 Rome, Italy 
(hereinafter referred to as “INCiPiT”), 

Ospedale Pediatrico Bambino Gesù, with its headquarter in Piazza Sant’Onofrio 4, 00165, Roma (hereinafter 
referred to as “OPBG”), 

Ospedale Pediatrico Istituto Giannina Gaslini di Genova, with its headquarter in Via Gerolamo Gaslini, 5, 
16147 Genova, Italy (hereinafter referred to as “IGG”), 
 
IRCCS Burlo Garofolo with its headquarter in Via dell'Istria, 65, 34137 Trieste Italy (hereinafter referred to as 
“IRCCS B. Garofolo”), 
 
Istituto Ortopedico Rizzoli with its headquarter in via G.C.Pupilli, 1 - 40136 Bologna, Italy (hereinafter 
referred to as “I.O. Rizzoli”), 

IRCCS "Eugenio Medea", Scientific Institute of Associazione "La Nostra Famiglia" with its headquarter in Via 
Don Luigi Monza, 1 - 22037 Ponte Lambro (Co) and head office located in Via Don Luigi Monza, 20 - 23842 
Bosisio Parini (LC), Italy (hereinafter referred to as “IRCCS E.Medea”), 
 
Società Italiana di Farmacologia with its headquarter in Via Giovanni Pascoli, 3, 20129 Milano, Italy 
(hereinafter referred to as “SIF”), 

TEDDY European Network of Excellence for Paediatric Research, with its headquarter in Via Luigi Porta 14 – 
27100 Pavia, Italy (hereinafter referred to as “TEDDY”), 

Università di Bari Aldo Moro, with its headquarter in Piazza Umberto I, 1, 70121 Bari Italy (hereinafter 
referred to as “UniBa”), 
 
Università degli Studi di Cagliari with its headquarter in Via Università 40, 09124 Cagliari, Italy (hereinafter 
referred to as “UniCa”), 

Università degli Studi di Milano, with its headquarter in Via Festa del Perdono, 7, 20122 Milano, Italy 
(hereinafter referred to as “UniMi”), 
 
Dipartimento di Salute della Donna e del Bambino – SDB - Università degli Studi di Padova with its 
headquarter in Via Giustiniani, 3 - 35128 Padova, Italy (hereinafter referred to as “UniPd”), 
 
Università di Milano Bicocca, with its headquarter in Piazza dell'Ateneo Nuovo, 1, 20126 Milano, Italy 

(hereinafter referred to as “Bicocca”), 

Università degli Studi di Parma with its headquarter Str. dell'Università, 12, 43121 Parma, Italy (hereinafter 

referred to as “UniPr”), 

Università di Pavia, with its headquarter in Corso Carlo Alberto, 5 – 27100 Pavia, Italy (hereinafter referred 

to as “UniPavia”), 



Università di Roma Tor Vergata, with its headquarter in Via Cracovia, 50, 00133 Roma (hereinafter referred 

to as “Tor Vergata”) 

LUXEMBOURG 

Centre Hospitalier de Luxembourg with its headquarter in 4 Rue Nicolas Ernest Barblé, 1210 Luxembourg 
(hereinafter referred to as “CHL”),  

Luxembourg Center for Systems Biomedicine with its headquarter in 6, rue Richard Coudenhove-Kalergi 
L-1359 Luxembourg (hereinafter referred to as “LCSB”),  

Luxembourg Institute of Health with its headquarter in 84, Val Fleuri, L-1526 Luxembourg (hereinafter 
referred to as “LIH”) 
 
NORWAY 

Oslo University Hospital (Oslo universitetssykehus HF) with its headquarter, Postboks 4950 Nydalen, 0424 
Oslo, Norway (hereinafter referred to as “OUH”), 
 
Haukeland University Hospital with its headquarter in Jonas Lies vei 65, 5021 Bergen, Norway (hereinafter 
referred to as “HUH”) 
 
POLAND 

Instytut Pomnik Centrum Zdrowia Dziecka, with its headquarter in Aleja Dzieci Polskich 20, 04730 Warszawa, 
Poland (hereinafter referred to as “IPCZD”),  
 
Medical University of Gdansk with its headquarter in Marii Skłodowskiej-Curie 3a, 80-210 Gdańsk, Poland 

(hereinafter referred to as “MUG”) 

PORTUGAL 

Instituto Universitário Egas Moniz with its headquarter in Monte de Caparica 2829 - 511 Caparica, Portugal 
(hereinafter referred to as “IUEM”), 

Universidade de Lisboa with its headquarter in Cidade Universitária, Alameda da Universidade, 1649-004 
Lisboa, Portugal (hereinafter referred to as “ULisboa”) 
 
ROMANIA 

Fundatia Romanian Angel Appeal with its headquarter in Strada Rodiei, București, Romania (hereinafter 
referred to as “RAA”), 
 
University of Medicine and Pharmacy, Cluj-Napoca with its headquarter in Victor Babeș 8, 400012, Cluj-
Napoca, Romania (hereinafter referred to as “UMFCJ”) 
 
RUSSIAN FEDERATION 
 
Center for Strategic Research «North-West» Foundation, with it headquarter in Building 2, Litt. A, 15, 26th 
Line, Vasilyevsky Island, 199106, St. Petersburg, Russian Federation (hereinafter referred to as “CSR “North-
West”), 
 
National Research Lobachevsky State University of Nizhny Novgorod, with it headquarter in Gagarin Ave 
23, 603950, Nizhny Novgorod, Russian Federation (hereinafter referred to as “UNN”), 
 



Samara State Medical University with its headquarter in 89 Chapayevskaya St., 443099, Samara, Russian 
Federation (hereinafter referred to as “SamSMU”) 
 
SLOVENIA 

University Medical Centre Ljubljana with its headquarter in Zaloška cesta 7, 1000 Ljubljana, Slovenia 
(hereinafter referred to as “UMCL”), 
 
University of Ljubljana, Medical Faculty with it headquarter in Kongresni trg 12, 1000 Ljubljana, Slovenia 
(hereinafter referred to as “UL”) 
 
SPAIN  

Fundació Sant Joan de Déu with its headquarter in are in Calle Santa Rosa, 39-57, 08950 Esplugues de 
Llobregat, Barcelona, Spain (hereinafter referred to as “FSJD”), 
 
Fundación para la Investigación del Hospital Universitario La Paz with its headquarter in Paseo de La 
Castellana, 261. 28046 - Madrid (hereinafter referred to as “FIBHULP”), 
 
Servizo Galego de Saúde with its headquarter in Edificio Administrativo de San Lazaro, 15781 Santiago de 
Compostela, Spain (hereinafter referred to as “SERGAS”), 
 
Universidad de La Laguna with its headquarter in Calle Pedro Zerolo, s/n, 38200 San Cristóbal de La Laguna, 
Santa Cruz de Tenerife, Spain (hereinafter referred to as “ULL”) 
 
SWITZERLAND 

Universität Bern with its headquarter in Hochschulstrasse 6 3012 Bern Schweiz, Switzerland (hereinafter 
referred to as “UniBern”) 
 
THE NETHERLANDS 

Erasmus MC Kanker Instituut with its headquarter in Dr. Molewaterplein 40, 3015 GD Rotterdam, The 
Netherlands (hereinafter referred to as “EMC”),  

Stitching Duchenne Data Foundation with its headquarter in Warmoesdreef 10, 4514 HC, Bergen op Zoom, 
the Netherlands (hereinafter referred to as “DDF”), 

Stichting Katholieke Universiteit, doing business as the Radboud university medical center with its 
headquarter in Geert Grooteplein Noord 9, 6525 EZ, Nijmegen, The Netherlands (hereinafter referred to as 
“RUMC”), 

Universiteit Leiden with its headquarter in Rapenburg 70, 2311 EZ Leiden, the Netherlands (hereinafter 
referred to as “UL”), 
 
UK 

Alder Hey Children’s NHS Foundation Trust with its headquarter in Eaton Road Liverpool, L12 2AP, United 

Kingdom (hereinafter referred to as “AlderHey”), 

Cardiff University with its headquarter in Cardiff CF10 3AT, United Kingdom (hereinafter referred to as 

“Cardiff”), 

The University of Newcastle upon Tyne with its headquarter at King’s Gate, Newcastle upon Tyne, Tyne 

and Wear NE1 7RU, United Kingdom (hereinafter referred to as “NewcastleUni”), 



Sheffield Children's NHS Foundation Trust with its headquarter in larkson St, Broomhall, Sheffield S10 2TH, 

United Kingdom (hereinafter referred to as “Sheffield Children”), 

University College London, with its headquarter in Gower Street, WC1E 6BT, London, United Kingdom 

(hereinafter referred to as “UCL”), 

University of Liverpool, with its headquarter in Brownlow hill 76 Foundation Building, L69 7 7ZX, Liverpool, 

United Kingdom (hereinafter referred to as “ULIV”), 

University of Nottingham with its headquarter in Nottingham NG7 2RD, United Kingdom (hereinafter 
referred to as “Nottingam”), 
 
UKRAINE 
 
RE Kavetsky Institute of Experimental Pathology, Oncology and Radiobiology, National Academy of 
Sciences of Ukraine with its headquarter in Kyiv-03022, 45, Vasylkivska str, Ukraine (hereinafter referred to 
as “RE Kavetsky”), 
 
State Institute of Genetic and Regenerative Medicine of NAMS of Ukraine with its headquarter in 

Vyshhorodska St, 67, Kyiv, Ukraine (hereinafter referred to as “IGRM”), 
 
State Institute of Pharmacology and Toxicology of National Academy Medical Sciences of Ukraine with its 
headquarter in  03057, m.Kyyiv, SHevchenkivskyy rayon, VULYTSIA ANTONA TSEDIKA, budynok 14, Ukraine 
(hereinafter referred to as “IPT”), 
 
State Institute of Paediatrics, Obstetrics and Gynaecology named after academician O. Lukyanova of 
National Academy of Medical Sciences of Ukraine with its headquarter in 8, Platona Mayborody str., 04050 
Kyiv, Ukraine (hereinafter referred to as “UKR”), 
 
Ukraine Association of Biobank with its headquarter in Lermontovska str. 26, Kharkiv 61000, Ukraine 
(hereinafter referred to as “UAB”) 
 
 
  



Hereinafter referred to as “Party” or collectively referred to as "Parties" 

GIVEN THAT 

Minors represent 20% of the European population and their care is one of the most important priorities and 

challenge for Europe. Even if paediatricians routinely give adult drugs to children in a ‘off-label’ prescription 

(50% up to 90% according to disease areas and age), researchers have demonstrated that children often do 

not respond to medications in the same way as adults or have different and more serious drug adverse 

reactions. This is the effect of the large variability of many biological and physiological functions changing 

during human growth, requiring the paediatric population to be subdivided in at least 5 smaller age groups, 

defined by the maturation process and having a huge impact on the individual pharmaco-toxicological 

characteristics. Also, the implementation of leads technologies in the drug development processes (such as 

-genetic/genomic derived innovation and data science innovation) requires paediatric adjustments and 

specific paediatric competences and tools. 

So far, some progress in the field of paediatric translational research have been realised due to a very large 

paediatric research community (more than 300 research units mapped within the ID-EPTRI project, H2020 

GA n. 777554, https://eptri.eu/) but a structured paediatric research infrastructures is still lacking and the 

existing resources are still dispersed and underfunded.  

It is therefore necessary to organise the international scientific community for paediatric research, not only 

through networks and initiatives, but also by constituting an Infrastructure dedicated to paediatric research, 

involving the various subjects interested in basic research and innovation in the development of drugs, 

devices and therapies for the paediatric population.  

EPTRI (European Paediatric Translational Research Infrastructure) is a new proposed infrastructure dedicated 

to paediatric research that will work to accelerate and expand the paediatric drug development processes by 

enhancing innovative technologies and methods. The EPTRI Infrastructure will collaborate and integrate 

organisations with international initiatives dedicated to paediatric clinical research that will help to reduce 

the time developing new drugs and therapies and increase their availability for patients. To this aim also 

regulatory consulting and support to approach Paediatric Investigation Plans (PIP) applications, Orphan Drug 

Designations (ODD) and Advanced Therapy (AT) qualifications procedures will be provided. 

The European Paediatric Translational Research Infrastructure – EPTRI (https://eptri.eu/) has the following 

objectives: 

- to extend the knowledge of the normal and pathological human development process in order to 

move from the current approach based on adult drugs that are adapted to children and still often 

administered off label to a new approach characterised by medicines studied and marketed for 

children, and consequently to reduce the existing gap on medicines availability for children; 

- to involve multiple experts and competences to create multidisciplinary scientific and technology 

groups working to integrate basic science with key technologies (from biological, technological and 

data science advancements) to drive innovative medicines and health products discovery and 

development; 

- to create a unique paediatric research framework able to accelerate the paediatric drug development 

processes from medicines discovery, biomarkers identification and preclinical research to 

https://eptri.eu/
https://eptri.eu/


developmental pharmacology, age tailored formulations and medical devices, with the final goal to 

facilitate the translation of the acquired new knowledge and scientific innovation into paediatric 

clinical studies phases and medical use.   

- to promote pediatric research through ethical, legal, social and regulatory issues (from the preclinical 

phase to the clinical phase and the use of medicines, to access and training policies) involving children 

and young patients in research-related decisions and health care as well as raising awareness among 

the main stakeholders, including the authority and the public, on the needs and peculiarities that are 

still unsatisfied with pediatric research. 

- to enable companies to accelerate the development of tailored solutions for the paediatric 

population.  

 

EPTRI will provide a platform to connect paediatric research at different levels thus to overcome the bottlenecks 

which delay both the transfer of basic research results into clinical applications and the feedback of clinical 

observations to the basic investigation in paediatrics. 

The design phase of EPTRI has been funded by the European Commission under the INFRADEV-01-2017 call 

and has been coordinated by Consorzio per Valutazioni Biologiche e Farmacologiche in the framework of the 

Project ID-EPTRI (Grant Agreement n. 777554) with the duration of 28 months, (01.01.2018 – 30.04.2020) and 

involving 29 partners from 21 EU and non-EU countries.  

CONSIDERING ALSO THAT: 

a) The signing Parties of the present Memorandum of Understanding (hereinafter referred to as 

“MoU”) have an Institutional role and/or have carried out important interdisciplinary research 

activities at national and international level within EPTRI's research fields and recognise its high 

scientific, social and economic value.  

b) The Parties have complementary competences consistent with the aims of EPTRI and express their 
interest in strengthening the scientific research in this area thanks to the establishment of a 
distributed Infrastructure at a pan-European level.  

 

 

THE FOLLOWING IS HEREBY AGREED 

 

1. Purpose  

The purpose of this Memorandum of Understanding (MoU) is to state the intent of all the Parties to take 

steps towards the Preparatory and Implementation phases of the EPTRI Distributed Research Infrastructure 

(DRI). 

2. EPTRI Partnership and Governance 

2.1 GOVERNANCE 
 

EPTRI governance model is designed to facilitate the interdependence between the decision-making, 

operational and management functions in order to integrate and align the interests of all EPTRI 



stakeholders. The structure of EPTRI is based on a Central Hub (C-Hub) that incorporates two 

decisional boards, the Assembly with Member States Representatives (Governing Board) and the 

Board of Directors (ExeB). Operational bodies will include a Scientific Advisory Board (SAB), an Ethics 

Advisory Board (EAB), an Access Management Committee (AMC) and a Central Management Office 

(CMO). Advisory Board will not have formal authority to govern the EPTRI organisation, rather it 

serves to make recommendations and/or provide key information and materials to the decisional 

Boards in accordance with the Rules of Procedure (RoP) that will be stated as part of EPTRI governing 

rules.    

At operational level EPTRI will be organised in Thematic Research Platforms (TRP) in which the 

involved research units will be grouped according to their specific expertise, equipment and facilities. 

The following four Thematic Research Platforms have been already identified: Paediatric Medicines 

Discovery, Paediatric Biomarkers and Biosamples, Developmental Pharmacology, Paediatric 

Medicines Formulations. Other Thematic Research Platforms could be established following a 

process of identification, i.e. Medical Devices, etc. 

 

2.1.1 Assembly with Member States’ Representatives (Governing Board)  

The GovB of EPTRI will have full decision-making power. The Governing Board will consist of one 

delegate and her/his deputy appointed by each Member State and Associated Country officially 

participating to EPTRI, with representatives’ number and voting rights to be detailed in the RoP that 

will be agreed among its members. Representative of the States or other legal entities with the status 

of Observers, will not have voting rights. Below is a preliminary description of the contents regarding 

decisional power, meeting frequency and voting rights.  

The GovB will make strategic decisions such as: 

 Adopt a strategic plan (technological, scientific and administrative), based upon advice 

from the Advisory Boards; 

 Adopt the annual budget and plan prepared by the ExeB; 

 Approve audited financial statements; 

 Approve the annual report prepared by the CMO and proposed by the ExeB; 

 Admit new member states; 

 Revoke the membership; 

 Terminate the Infrastructure if necessary; 

 Appoint the EPTRI ExeB members; 

 Establish the two Advisory Board upon proposal from the ExeB. 

The GovB will elect amongst its members a Chairperson and a deputy for a two-year term. The 

GovB will meet at least once a year and will be responsible for the overall direction and supervision 

of EPTRI. 

 

2.1.2 Board of Directors (Executive Board) 

The executive level of EPTRI will be represented by the ExeB, which is the executive authority and 

legal representative of the Infrastructure. The ExeB will provide strategic leadership and direct 

activities. It will be responsible for building the EPTRI community and for directing and coordinating 

operational bodies and activities. The ExeB will be accountable solely to the GovB and will operate 



according to the RoP approved by the GovB. The members of the ExeB will make executive decisions 

regarding the implementation of EPTRI’s operations and for implementing the GovB strategy and 

policies. It will be able to initiate activities and sign agreement according to the content of the EPTRI 

Annual Plan and in agreement with the strategies and policies defined by the GovB. It will be in charge 

to hire or terminate the personnel of the CMO. It will operate according to the Statutes and to RoP 

approved by the GovB. The General Director may delegate some function to the CMO director(s) to 

facilitate the daily operation but will sign all the legally binding documents. The CMO will perform 

the secretarial functions for the ExeB meetings. The ExeB will meet at least once a month and will be 

responsible for the overall direction and supervision of EPTRI operations 

 

2.1.3 Scientific Advisory Board (SAB) 

The Scientific Advisory Board is a body which members are key scientists and experts in the EPTRI 

domains having the primary function to advise the EPTRI Governing Bodies and CMO on EPTRI 

activities and plans to ensure that they are scientifically sound, in scope with the aims of EPTRI and 

aligned with the applicable ethical and regulatory requirements.   

The Board composition will ensure the representation of different and complementary expertise 

covering the main areas of EPTRI activities and including ethic experts and patients’ representatives. 

The SAB will also have a central role in supporting access to services and service provision. The SAB 

composition will be proposed by the ExeB and established by the GovB.The SAB will elect amongst 

its members a Chairperson and one deputy for a two-year term. Unless decided otherwise, the 

Chairperson will chair all meetings of the SAB and will be assisted by the deputy.  

 

2.1.4 Ethics Advisory Board 

Considering the heterogeneity and complexity of applicable ethical framework to the paediatric 

translational research, an external Ethics Advisory Board will be set up to provide an oversight of all 

EPTRI activities and guarantee that they fulfil the applicable European/international ethical 

requirements, promote transparency and harmonised practices in accordance with ethical and legal 

norms, taking into account the best interest of the child within EPTRI. It should include independent 

and multidisciplinary experts (dealing with biomedical research and healthcare policy and 

governance issues also in a children-oriented perspective) as well as representative of patients, 

families and patients advocates. Ethics Advisory Board members will be proposed by ExeB and 

nominated by GovB. The EAB will elect amongst its members a Chairperson and one deputy for a 

two-year term. Unless decided otherwise, the Chairperson will chair all meetings of the EB and will 

be assisted by the deputy. 

 

2.1.5 Central Management Office (CMO) 

The Central Management Office will be the headquarter of EPTRI supporting both decisional bodies, 

secretarial work and facilitating the communication among all the EPTRI components.  It will include 

responsibility for, either through direct performance or through outsourcing, managing access to 

EPTRI, the IT supporting Infrastructure, accounting, legal and regulatory activities, communication, 

as well as being the central co-ordinating point for EPTRI activities. The Central Management Office 



will support both decisional boards with secretarial help and facilitate the communication between 

the two boards. 

 

2.2 PARTNERSHIP 

 

2.2.1 Member States, Associated Countries and Observers 

The Preparatory and Implementation phases of EPTRI will be supported by the Member States (and 

Associated Countries) directly or through a mandate to a national representative. Their 

representatives sit in the GovB and approve the financial and scientific annual plans, controlling the 

activities of the Research Infrastructure. Observers are typically representing governmental 

Institution which will have no governing role and may pay a reduced contribution. The Observers 

status is envisaged as a transitory condition which would lead to their becoming full Members in a 

given time frame. 

Full members will have voting rights and may participate, by means of their national Research 

Institutions, to EPTRI activities. Additional countries may be able to join according to Membership 

Rules stated in the ERIC statute. 

 

2.2.2 Research Institutes as Participants 

The research Institutions participating in EPTRI are able to provide Research Units with a high level 

of expertise and services relating to paediatric research that will be organised in groups by country 

(N-EPTRI) and by operational technology-based Thematic Research Platforms (TRPs). The N-EPTRI 

nodes link the scientific community (e.g., universities, hospitals, research Institutions and resource 

centres) of a country to EPTRI while the TRPs organise services based on specialization of the 

pertaining research units across all participating countries. In order to participate in the 

Infrastructure, the Institution will pay a fee covered by its national funder or directly. The form which 

this national support should take depends upon national policy. 

In order to join EPTRI, each Institution will sign a bilateral long-term Framework Agreement (FrAg) 

with the ExeB, as EPTRI legal representative. The content of such agreement will describe obligation 

and rights of the EPTRI participants. FrAg contract template will be consulted with National EPTRI 

Infrastructure Coordinators. 

The FrAg content should be determined in detail before the initiation of operations as it represents 

the basis of the services offered to third parties. It is very important that all such agreements are in 

all material aspects mirror agreements (i.e. there must be no differences to any clauses that could 

provide an advantage or disadvantage to one participating Institution over another). Non-material 

differences may be required to reflect specific national, institutional or structural requirements. This 

will constitute a general collaboration agreement which allows for multiple projects and would 

remain in place for as long as the Institution participate to EPTRI activities. 

The Framework Agreement will at least include: 

• Services capacities; 

• Rights and responsibilities to access projects and services requests; 

• Publishing and acknowledgement stipulations and principles; 

• Confidentiality; 

• Intellectual Property rights; 

• Adherence to standards, guidelines and laws; 

• Mutual use of name, trademarks, etc. 



 

2.2.3 National EPTRI Infrastructures (N-EPTRI) 

The N-EPTRI would gather participating Institutions from a single Member State, with additional rights 

and responsibilities including extra information sharing, enhanced communication and possible 

commitment of co-ordination of resources. 

In each country participating to EPTRI, it is suggested to identify one Institution or to establish a legal 

entity (e.g. a Joint Research Unit or other associative forms with a coordinating Institution) specifically 

nominated as the National EPTRI Infrastructure Coordinator to globally represent each country within 

EPTRI. This representative would manage national operation for the internal and national users. N-EPTRI 

could access national funding opportunities or co-funding activities based on national resources which 

are not accessible by EPTRI. 

It would be a national endeavour to determine which Institution is to operate as the relevant N-EPTRI 

representative and would be decided by the local participants or suggested by the national authorities.  

 

2.2.4 Thematic Research Platforms (TRPs)   

The Thematic Research Platforms (TRPs) are conceptual operational entities grouping a constellation of 

Research Units located in different countries able to provide research services and technologies to the 

paediatric research community.  

In the EPTRI Hub and Spoke model all the Research Units (RUs) are grouped under the umbrella of 

technology-based Thematic Research Platforms (TRPs) according to their area of expertise and capacity 

to provide services in the same area. Each TRP is in charge to organise the RUs participation and to 

maintain a collaborative framework among different RUs located in different countries. 

Through the EPTRI-IS (EPTRI Informative System) each TRP will act in order to facilitate information flow, 

activity monitoring, interactions with C-Hub and also other TRPs when services provision involve more 

than one TRP. 

 
Each TRP will be coordinated by a single Research Unit or an association of them (e.g. a JRU) located in 

one of the Member States or Associated Countries adhering to EPTRI, who have proved to have expertise 

in the platform specific scientific domain and management skills to coordinate it at international level. 

The TRPs Coordinators will be assigned dedicated organisation and staff.  

 
3. Obligations of the Parties 

The Parties acknowledge that no contractual relationship is created among them by this Memorandum of 

Understanding, but agree to collaborate in the true spirit of partnership to ensure the creation and 

development (Preparatory and Implementation) of EPTRI. 

Each Party involved in the creation of EPTRI, on the basis of its own competence and available resources will 

do its best to cooperate together to achieve EPTRI’s aims and to undertake the necessary steps required to 

establish EPTRI as a recognised distributed research infrastructure in the ESFRI scenario.  

3.1. Constitution of a National EPTRI Infrastructures (N-EPTRI).  

An essential feature of the preparatory phase of EPTRI is the contributions made at the national level. 

National EPTRI infrastructures (N-EPTRI) shall be created in each member country participating in 



EPTRI that will be organised through the institution of a JRU or an equivalent national association. They 

will have a coordinating Institution to globally represent each country within EPTRI and will be 

specifically named EPTRI-XX (i.e., EPTRI-IT in Italy, EPTRI-PL in Poland, etc.). 

3.2. Political and Financial support (EoS and EoC) 

N-EPTRIs should liaise with their Governments in order to obtain letters of political and financial 

support covering the Preparatory and Implementation phases. To encourage participation and 

commitment from potential Member States, an Expression of political Support Letter (EoS) has been 

drafted in consultation with ministries / authorities and circulated for signature by the relevant 

signatory body for each country (at the national governmental level). The aim of the EoS is for each 

signatory country to: 

 Recognise the work done so far to progress EPTRI; 

 Declare its willingness to collaborate with the EPTRI consortium for the development of the 

RI in its phases by being included in the EPTRI Governing Board; 

 Agree to cover costs of their own participation. 
 

3.3 Inclusion in ESFRI Roadmap 2021 

The Parties will support and collaborate at best in the process of inclusion of EPTRI in both the National 

and European roadmaps. Starting with the signature of a Memorandum of Understanding (MoU) to 

apply to ESFRI Roadmap 2021, EPTRI is involving all the stakeholders necessary to move the project 

forward. 

 

4. Duration 

This Memorandum of Understanding will become effective upon signature by all the Parties, and will remain 

in effect until signing of an agreement such as set forth in article 8 or until its modification by mutual consent 

of the Parties.   

4.1 Withdrawal 

Any Party can withdraw, in written, at any moment from further participation in this MoU without any 

(financial) obligation towards any of the other parties. For clarification, Parties agree that the 

confidentiality obligations, such as detailed in article 7 of this MoU, shall remain. 

5. Disputes 

The parties shall endeavor to settle their disputes amicably. Otherwise, any dispute, controversy or claim 

arising under, out of or relating to this MoU and any subsequent amendments of this contract, including, 

without limitation, its formation, validity, binding effect, interpretation, performance, breach or termination, 

as well as non-contractual claims, shall be submitted to mediation in accordance with the WIPO Mediation 

Rules. The place of mediation shall be Brussels unless otherwise agreed upon. The language to be used in the 

mediation shall be English unless otherwise agreed upon. 



If, and to the extent that, any such dispute, controversy or claim has not been settled pursuant to the 

mediation within 60 calendar days of the commencement of the mediation the courts of Brussels shall have 

exclusive jurisdiction. 

5.1 Special clause 

Pursuant to the French public law, AP-HP cannot be subject to mediation. In any dispute involving AP-

HP, the courts of Brussels shall have exclusive jurisdiction. 

6. Amendment and Assignment  

6.1 Any modification of this MoU requires the written and signed consent of all the Parties hereto to become 

effective, except changes of Party address.  

6.2 No rights or obligations of any of the Parties arising from this MoU may be assigned or transferred in 

whole or in part to any third party without the other Parties’ prior written approval.  

7. Confidentiality 

7.1 “Confidential Information” is all information in whatever form or mode of communication, (in writing, 

orally or by inspection of tangible objects (including without limitation documents, prototypes, samples and 

equipment), which is disclosed by a Party (the “Disclosing Party”) to any other Party (the “Receiving Party”), 

either directly or indirectly (e.g., by or through any Affiliates or Representatives), in connection with this MoU 

in the framework of EPTRI which has been explicitly marked as “confidential” at the time of disclosure. 

7.2 Each Party agrees that it shall protect the secrecy of and shall prevent any unauthorised disclosure and/or 

use of the Confidential Information. 

7.3 Without limiting the foregoing, each Party shall take at least those measures to protect Confidential 

Information received or developed under this agreement that it takes to protect its own Confidential 

Information. 

7.4 Except to the extent necessary for the opportunity under the present MoU, a Party shall not make any 

copies of the Confidential Information of another Party. 

7.5 The obligations contained in this Article shall become effective as soon as this MoU is signed by all the 

Parties and shall remain effective for five years from its termination. 

8. Validity of the MoU 

8.1 A specific agreement will rule relationships between the parties when specific activities will start with 

reference to the establishment of the EPTRI ExeB and GovB. 

8.2 This MoU will be binding for each Institution upon the signature of the agreement mentioned at point 

8.1 above which will integrate administrative and financial obligations. 
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