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Biobanks 

Time, March 13th, 2009 

Think of it as an organic bank account. You put your biomaterial in 
and earn medical interest in the form of knowledge and therapies 
that grow out of that deposit — no monetary reward, just the 
potential that you might benefit from the accumulated data at some 
later date.  

http://www.time.com/time/magazine/0,9263,7601090323,00.html


L’Europa e le Biobanche 

FP7 supports the construction of 
European research infrastructures 

ESFRI Roadmap 2006: six research 

infrastructures for the lifesciences 



BBMRI & ESFRI Biological and Bio-Medical  
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Preparatory Phase 



Missione: assicurare l’accesso equo e regolato alle risorse 
biologiche e garantire una gestione appropriata sia da un 
punto di vista etico che tecnologico, promuovendo la cultura 
della qualità dei campioni biologici e della innovazione 
biotecnologica. BBMRI funge da interfaccia tra le biorisorse 
(campioni e dati) e la ricerca biomedica di eccellenza. 

 

Struttura: Infrastruttura di Ricerca diffusa con un Hub europeo 
(Graz, Austria) che si interfaccia con gli Hub Nazionali (nodi 
nazionali) e funge da erogatore di servizi attraverso i common 
services. Risponde alle esigenze del privato con piattaforme di 
eccellenza tecnologiche (cosiddetti Expert centers). 
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BBMRI  



Composition of 20 million human biological samples in Europe 



BBMRI-ERIC:  
A pan-European Infrastructure 

12 Founding Members: Austria,, Belgium, Czech Rep., Estonia, 
Finland,  France, Germany, Greece, Italy,, Malta, Netherlands, 
Sweden 
4 Observers: Norway, Poland,  Switzerland and Turkey 



The ERIC Legal Framework 

Internationally recognized legal entity 

 

Establishement of operational sites 

in different Member States that  

operate under one legislation 

 

VAT exemption 



Governance BBMRI-ERIC 
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BBMRI.it  ARCHITETTURA A MATRICE 
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BBMRI-IT Facts and figures 
  

BBMRI.it è una infrastruttura distribuita che include BBs, Centri di 
risorse Biologiche e Collezioni collocati in diverse regioni italiane 

 

  18 Università 

  23 IRCCS  

 40 Ospedali 

  8 associazioni di Pazienti 

 circa 90 BBs, Centri di risorse Biologiche e Collezioni 

290 GRUPPI DI RICERCA HANNO DICHIARATO INTERESSE AD 
ADERIRE A BBMRI-it 

 



STRUTTURA DEL NODO ITALIANO 
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BBMRI.it Obiettivi 

BBMRI.it obiettivi principali: 
 
• Portare le collezioni di risorse biologiche e le BBs 

italiane ad un  nuovo livello di coordinamento e di 
efficienza 

• Provvedere Common Services 
• Offrire un migliore accesso agli utilizzatori del settore 

pubblico e privato  
• Contribuire alla infrastruttura pan-Europea di ricerca 

BBMRI-ERIC  
 



per raggiungere gli obiettivi: 
 
•Migliorare l’interoperabilità dei database di ricerca 
•Facilitare la partnership pubblico/privata 
•Sviluppare le condizioni per assicurare la sostenibilità delle 
BBs 
•Armonizzare SOPs e elaborare tools appropriati 
•Implementare i criteri di quality management 
•Sviluppare il nodo nazionale nell’ambito di BBMRI-ERIC 

BBMRI.it Obiettivi 



Activities 
2013 2014 2015 

Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 

community building OK OK OK OK OK OK OK 
        

establishment of the managment committee   OK                   

First survey on biobanks 

planning BBMRI.it architecture   OK OK OK OK OK OK 
        

lounch of BBMRI.it infrastructure   
  

OK                 

lounch of common services     OK                 

lounch communication platform     OK                 

Self assessment on-line questionnaire     OK OK OK OK OK 
        

Evaluation of the self assessment on-line questionnaire     
  

OK OK OK OK 
        

BRIF questionnaire assessment     
  

OK OK OK OK 
        

SOPs harmonization & standardization     
  

OK OK OK OK 
        

Handson: Biobanks         OK OK OK         

Biobank web-pages     
    

OK OK OK 
        

Common services: information desk     
    

OK OK OK 
        

ELSI: information desk     
    

OK OK OK 
        

Information desk about research projects     
    

OK OK OK 
        

National catalogues of facilities &services for BBMRI-IT     
      

OK OK     
    

Involvement of Ethics Committees     
      

OK OK 
        

h2020 partnership           OK OK 
        

Implementation of quality management criteria     
      

OK OK 
        

approval partner charter             OK 
        

Training courses (even in quality control)     
                  

Developing criteria for accreditation and certification     
    

  
            

Information desk: statistical approaches     
      

  
          

Proficiency testing     
                  

Promoting a certification program     
        

  
      

Identification of qualified auditors     
          

    
    



PATH  OF  BBMRI.it  MEMBERSHIP 

• Prima fase: Censimento. Mappare e selezionare le 
biobanche italiane e stratificarle in base al livello di 
qualità  e di ricchezza in campioni e dati associati.  
 

• Seconda fase Valutazione. Identificare le biobanche che 
non sono semplici collezioni di campioni. Questionario 
on-line, valutazione.  

 

• Terza fase: firma della BBMRI Partner Charter. Ciascuna 
Biobanca / Centro di Risorse Biologiche compliant con le 
best practices nazionali e internazionali diviene membro 
effettivo di  BBMRI.it 



Results of the first survey 

oncology 
30% 

Neuro 
degenerative  

disorders 
6% 

Oncology 
30% 

Population  
studies 

14% 

 

• 16% were already operative before 
1990, 56% were set up after 2001 

• 43% have more than 10.000 cases 
collected  

• 66% collect at least 3 different types 
of samples per subject (frozen 
samples, FFPE, blood derivatives, 
nucleic acids, cell lines) 

• 77% participate in regional, National 
and/or International networks 

• Most are disease oriented (about half 
cancer and genetic diseases) 

• A vaste majority is ready to offer 
services to the network (samples, 
data, molecular analysis, expertise, 
support in handling, preservation, 
transfer)  

Sample handling,  
preservation and transfer 

26% 

Products and services offered to the network 

Focus of the biobanks 



Aim 1 

Identifying Italian Biobanks who give assurance 
of:  
 Service to the scientific community 
 Interoperability 
 Compliance with ethical and legal standards 
 Compliance with National and International best  
     practice  

 
Creating a network of Biobanks appropriate to 
sign the Partner Charter of BBMRI Europe 
 

Aim 2 

SELF ASSESSMENT ON LINE QUESTIONNAIRE 



Outcome of the on-line self assessment                                   
of italian Biobanks   

83 applicants have compiled the questionnaire 

78 Biobanks have been selected as “real biobanks”, 
recognized by their host institutions and willing to sign the 
Partner Charter 

23 Biobanks have been directly contacted  

64 have a Quality system compatible with the requirements 
of the Partner Charter 

14 are improving their Quality system and are assisted by 
the Quality common service of the Italian node   
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Come si accede ai servizi di BBMRI 

Registration
Website

Query
Project Management - Headquarter

Request

Country Nodes

Associated Biobanks

Definition of 

Partners

Specification of 

Project

Country Nodes
Access Committee 

Local Ethical Approval

Ethical 

Review

Scientific

Review

Ethical 

Review

Scientific

Review

Material 

Transfer 

Agreement

Monitoring 

Parameters

Access

NO

YES
ACCESS 

Fee

NO

Web-based

SERVICES

The aim is to provide 

web-based services,

labor intensive 

requests will be 

charged 

Samples, data, resources available

• Samples

• Research Collaboration

• Data

• Prospective Studies

NO

Recommendation

YES

BBMRI

SERVICES

Optional Services

• Ethical

• Regulatory

• Legal 

• Transport

• Data collection

Optional Services

• Ethical

• Regulatory

• Legal 

• Transport

• Data collection

• Pubmed listed 

publications

• IP

ELSI Platform

Commitment to

Reporting

• Sample Processing• Sample Processing

• Sample Processing

• Data analysis

• Sample Processing

• Data analysis

32 



Common service quality 



Common Technology and Reagent Services 

 Establish a National catalogue of facilities and 

services  for the biobank network 

 Identify Expert Centres 

Catalogue of services offered by BBs to the network 

• DNA and RNA extraction 

• supply of genetic material for 

method validation 

• cell line production 

• molecular characterization of 

biological samples 

• cell line authentication 

• validated mycoplasma QC  

• cryopreservation biological samples 

• preparation and storage pathogens 

• consultancy biological samples 

transport (IATA) 

• statistical analysis 

• counseling SOPs preparation  

• counseling ethical issues 

• data analysis 

• data mining 

• training of operators for cryobiology 

• training of operators for biobanking 

Giorgio Stanta 

Common Service 



IT Services 

 Sustain the matrix architecture of the network (links among 

BBs into Regional and  thematic networks) 

 Offer common services to the network 

 Promote collaborative studies at the National and  

International  levels 

 Guarantee safe transfer of information 

 Provide visibility to Italian BBs 

 Adopt BBMRI standards and create the interface to National 

BBs 

 Maintain the Lexicon BBMRI portal for multi-lingual BBs 

terminology definition 

Luciano Milanesi 

Common Service 



Ethical, Legal and Societal Issues 

 Define the status of bioresources  

 Define the status of BBs  

 Promote public consultation 

 Establish the informed consent form 

 Define the access to bioresources 

 Regulate patentability 

 Set up and monitor good practices in   

biobanking 

 Provide in-formation and permanent training 

 Biobanking 2.0 

Marialuisa Lavitrano 

Common Service 



Analisi dei costi e sostenibilità 
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Pre-banking data 

 

 Clinical data from GP 

 Questionnaire and survey 

 Imaging 

 Histopathology and cytology 

 Serological tests 

 Communication, information to donors and informed consent 

 Recording, processing and data management (e.g. LIMS) 

 Storage and updating clinical data 

 Data release 

 Monitoring, audit 

 Others 

Collection of biological specimens 
Collect 

Accrual 

Processing of samples 

Storage 

Distribution and transport 

Despatch management 

Quality control 

Monitoring/Audit 

Others 

Collection of data related to 
biological specimens 

 

Recording, storage and data management 

Data analysis and linking 

Quality control and computer system engineering 

Despatch management 

Monitoring, audit 

Others 

 
Expertise 

 

Project management, advisory, study design 

Recruitment 

Data generation 

Data analysis and statistics 

SOPs and support 

Processing 

Storage 

Quality management, certification and accreditation, audit   

Education and training  

Communication and public engagement 

Others 

 
Administration and management 

 

Financial and administrative management   

Scientific management and strategy  

Loads and running charges  

Maintenance of equipment and consumables 

Internal R&D 

Investments 

Ethics and regulatory issues 

Partnership development, business development, contracts, networking 

Others 



VENUES MAP 

 

Milan – a city in the heart of Europe 

 

The HandsOn: Biobanks 2015 will be hosted by 

BBMRI.it and be a part of Expo 2015 in Milan, Italy 


