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Biobanking activity is based on commitments:

- Social

- Ethical

- Technical

- Scientific
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Biobank is not for us, but for others 

BioNER promotes knowledge (basic science), 

biomedical and public health research 
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Ethics means more than informed consents

BioNER ethical norms for sample handling

- Informed consent

- External Human Research Ethics Committee

- Scientific Committee

- Material transfer agreement

- Donor privacy
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The most suitable methodology in order to ensure 

the highest quality of service

- BioNER quality management systems

ISO 9001:2008

- Certificate of DNA quality
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Linked to scientific challenges, interests, and 

advances 

BioNER collects, preserves, and provides samples 

not only for current studies but also for those to be 

promoted in the future
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Changing trends on biobanking
Single Condition

Individual governance

Limited data

Multi-condition; cross-disease 

(Catalogue)

Group governance

Robust data from multiple sources 

(Interoperability)

Limited 
standardization

Increased standardized 
protocols for samples and data 

(Harmonization)

Limited role of subjects Dynamic involvement of 
stakeholders

“Personal” collections Models for shared infrastructure 

(Collaboration)
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Human biobanking has evolved into a 

dynamic and complex activity

Modern Biobanking:

– Different Types of Biospecimens from the Same Patients/Donors

– Large Amount of Data from Patients/Donors and Biospecimens
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Connecting Biobanks and 
Registries
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Connecting Biobanks and 
Registries

Spanish National

Rare Diseases

Registry

Spanish National

Rare Diseases

Biobank (BioNER)

https://registroraras.isciii.es/biobanco_iier@isciii.es



Application /

Institutional agreement

RDR

RD 
codification

RD information BioNERRD Registry

Quality of life

questionnaires…

and more

INTEROPERABILITY
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Connecting BioNER and RD Registry



Spanish National Rare Diseases Biobank (BioNER)

To establish a framework and infrastructure for
the systematic collection of biological samples
and related clinical data from patients affected
by Rare Diseases, their families and controls

To promote research and to support the
development of diagnosis and treatments

AIM



Biobanco IIER (CISAT):

- Recolección de muestras del 
SAT distribuidas en hospitales/ 
CNA

- Visita al biobanco del CDC

- Acuerdos con el CDC y la FJD

- Comité de Ética del CISAT en 
colaboración con los IRB de los 
CDC

Socio de ISBER 
junto con CNIO 

5ª Programa Marco: 
Socio fundador de 

EuroBioBank (EBB)

Implantación del 
biobanco con 

muestras del SAT

1986 - 1989           2000       2002       2004   2005   2006   2008 2010    2011   2012    2013… 20171986 - 1989           2000       2002       2004   2005   2006   2008 2010    2011   2012    2013… 2017

Preinscripción en 
RD-HUB (USA)

6º programa Marco: 
EBB partner del 

proyecto TREAT-NMD

ESFRI -BBMRI

Socio de RetBioH, 
ISCIII

7º Programa Marco. 
Proyecto RD-CONNECT 

(IRDiRC)
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National Rare Disease Biobank is created by Order of November 14, 2013 issued 

by the Ministry of Economy and Competitiveness. The Institute of Health Carlos 

III is the holder of the National Rare Disease Biobank, while the operational and 

functional responsibility lies with the Institute of Rare Diseases Research

Biobank IIER (CISAT):

- Collecting TOS samples from 
Hospitals/CNA

-Visit to the biobank of the CDC

- Agreements with CDC and FJC

- Ethics commitee of CISAT in 
collaboration with the IRB of the 
CDC

Implementation of 
Biobank with samples

from TOS

Member of ISBER along 
with CNIO

5th Framework Programme:

Founder member of 
EuroBioBank (EBB)

6th Framework Programme:

EBB partner of the TREAT-
NMD proyect

Pre-enrolment in

RD-HUB (USA) 7h Framework Programme:

RD-CONNECT Proyect 
(IRDiRC)

Member of RetBioH, 
ISCIII



DONORS RECRUITMENT
Institutional agreement

Informed consent
RD diagnosis

Personal information
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CREER, RD registry, research studies, collaborators and more….



Distribution of donors by RD (ICD10)
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PROCESSING OF 
BIOSPECIMENS

DONORS RECRUITMENT

Human Genetics
Department (IIER-ISCIII)

Serum, Plasma, 

DNA, Cells
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PROCESSING OF 
BIOSPECIMENS

DONORS RECRUITMENT
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STORAGE

Security and Back-up systems
(CO2)

Temperature and data monitoring

-196ºC cryogenic tanks 
-80ºC freezers

-4ºC medical refrigerator



PROCESSING OF 
BIOSPECIMENS

DONORS RECRUITMENT
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STORAGE

CESSION
Reception of order

Distribution of samples

RD Epidemiology
Department (IIER-ISCIII)

External Ethics Committee
Scientific Committee 

Material transfer agreement

software



CATALOGUE

Visibility and Dissemination
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Brochures



National Biospecimen Network

Large well-designed specimen sets for a variety of 

research questions

Key principles :

- Standardization (biospecimen collection , distribution

procedures, data sets and data vocabulary)

- Harmonized approached to ethical and legal issues

- Transparent governance and business models

- Transparent access policies

WP1. Collections Promotion (RD and more)

WP2. Network Services (quality management)

WP3. R&D

WP4. ELSI

WP5. Coordination and Training
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Prepared by authors (IIER-ISCIII)Prepared by authors (IIER-ISCIII)

Eurobiobank: number

of partners and donors

by country



Prepared by authors (IIER-ISCIII)
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Eurobiobank: type of biological

sample by country



EU

BioNER
and National

networks
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RegistriesBiobanks
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GUID

CDEs
Ontologies Classifications

SOPs ELSI

BIOBANKS

PATIENTS 

REGISTRIES
REPOSITORIES FOR 

–OMICS DATA

Interoperability

Measures

DATA FLOW



Thank you


