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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 -

1SO 9001:2008 \ g

Certificate of DNA quality
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—_— |sB
rificate of Participation
DNA QUANTIFICATIOY AND PURITY

SCHEME

Thnemu‘.h

“ Instituto
. . . . . de Salud
Spanish National Rare Diseases Biobank (BioNER) Carloslll




ICORD

International Conference on
Rare Diseases & Orphan Drugs

Spanish National Rare Diseases Biobank (BioNER)

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
standardization

Limited data

“Personal” collections

Limited role of subjects

Spanish National Rare Diseases Biobank (BioNER)

Multi-condition; cross-disease

(Catalogue) C

Group governance

Increased standardized

protocols for samples and data H
(Harmonization)

Robust data from multiple sources I
(Interoperability)

Models for shared infrastructure C
(Collaboration)

Dynamic involvement of
stakeholders
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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

Spanish National Rare Diseases Biobank (BioNER) CarloslIl
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Connecting Biobanks and

Registries

é Collection in
i laboratory
d Processing of
biospecimens
; Reception of order
. Sample processing
ISNP—LEl Distribution of
oy samples

Spanish National Rare Diseases Biobank (BioNER)

Ontolo-
gies

Classifica-
tions

Instituto
de Salud
Carloslll



ICORD

International Conference on
Rare Diseases & Orphan Drugs =

Connecting Biobanks and
Registries

>
Spanish National Spanish National
Rare Diseases Rare Diseases
Biobank (BioNER) Registry
biobanco_iier@isciii.es https://registroraras.isciii.es/ _ ___
Instituto
Spanish National Rare Diseases Biobank (BioNER) &

Carloslll



m
ICORD

International Conference an
Rare Diseases & Orphan Drugs

Connecting BioNER and RD Registry

- ‘ Application /

Institutional agreement

&
(i)

dad Py
OV by,

¥ b
: OYC FEDER
% ' ub Federacion Espanola de Enfermedades Raras

orphanet
Pubhed "~ RD information RD Registry _

Quality of life
questionnaires... \ /
and more RD
- codification

INTEROPERABILITY

Connecting Biobanks and
Registries
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AIM

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
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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
Il is the holder of the National Rare Disease Biobank, while the operational and
functional responsibility lies with the Institute of Rare Diseases Research

Pre-enrolment in

h : h .
Implementationof ~ ° T ramework Programme: RD-HUB (USA) 7" Framework Programme:

Biobank with samples Founder member of RD-CONNECT Proyect
from TOS EuroBioBank (EBB) ESFRI -BBMRI (IRDIiRC)

1986 - 1989

Biobank IIER (CISAT): Member of ISBER along

Member of RetBioH,
i ISCIII

- Collecting TOS samples from with CNIO 6" Framework Programme:

Hospitals/CNA g :

-Visit to the biobank of the CDC EBB partner of the TREAT-

. NMD proyect

- Agreements with CDC and FJC

- Ethics commitee of CISAT in

collaboration with the IRB of the

CcDC
.i oo
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Institutional agreement | DONORS RECRUITMENT

Informed consent
RD diagnosis
Personal information

iﬁ ‘."m""&‘?‘m / l CRE Enfermedades Raras (Creer)
R SV RIS SOCAES ®- -
OF ESPARA o€ AN [o— creey Burgos

Bienvenidos Benvinguts On

The RDs | Orphan drugs @ Frequently questions @ News Agenda

Information Sections
The Centre

People Using

Cr€€r

Centro de Referencia Estatal de Atencion
a Personas con Enfermedades Raras

Direct Care Services

Reference Services

T y sus Familias de Burgos
Resources The National Reference Care Centre for People with Rare Diseases and their Families (Creer, accountable to Imserso, is thought
B as an advanced centre in promotion, development and spreading of knowledge, innovative experiences and care methods for
Documentation people with rare diseases, and highly specialized in families and carers supporting and preventing services, self-help and social
Traini involvement of people with such diseases.
raining
CREER, RD registry, research studies, collaborators and more.... .
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Distribution of donors by RD (ICD10)

1%
2 0 g

10%

10% 42%

13%

mDiseases of the nervous system 21%

@ Congenital malformations, deformations and chromosomal abnormalities

OMental and behavioural disorders

OEndocrine, nutritional and metabolic diseases

ODiseases of the musculoskeletal system and connective tissue

mDiseases of the blood and blood-forming organs and certain disorders involving the immune mechanism

ODiseases of the genitourinary system

L 4 oo
@ Other diseases t%
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' DONORS RECRUITMENT

\4

PROCESSING OF Serum, Plasma,
BIOSPECIMENS  DNA Cells

Human Genetics

Peripheral blood Peripheral blood Department (l IER-ISCII I)
without anti-coagulant with anti-coagulant
10ml

SERUM (1 ml per vial) Genomic
Storage: -80°C DNA
Storage: -80°C

66666 000600600
PLASMA (diluted, 2 ml per vial) PBLs (8 vials) L J oe
Storage: -80°C Storage: NL, t‘ E "'
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' DONORS RECRUITMENT

\4

PROCESSING OF
BIOSPECIMENS

v -80°C freezers

STORAGE

Security and Back-up systems
(COy)
Temperature and data monitoring

|
d 12 :
- [
Albon a5 AlSen "5

= og~00

o

e

1
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' DONORS RECRUITMENT

\4

PROCESSING OF
BIOSPECIMENS

\4
| STORAGE

\ 4
RD Epidemiology
Department (IIER-ISCIII) CESSION

Reception of order
External Ethics Committee Distribution of samples

Scientific Committee
Material transfer agreement

Spanish National Rare Diseases Biobank (BioNER)
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Visibility and Dissemination

CATALOGUE

(e pr— ]

P NeaTs

-\/ﬁ U.S. Department of Health & Human Services .) National Institutes of Health

ORDR Home  RD-HuB Home

EuroBioBank

You are here: ome Page >Catalogue & other services

National Center ORDR
N I H for Advancing Office of Rare
Translational Sciences Diseases Research

RARE DISEASES HUMAN BIOSPECIMENS/BIORERPOSITORIES (RD-HUB)

Catalogue of collections

Welcome to EuroBioBank.org

" is now embedded in th

der of each indidual

catalogue.

e Search fur

(@ pownload the entre catalogue as a text fle (usable by Excel)

Clik on column header or number to view details for a type of material

BioNER

CELLS DNA TISSUES BLOOD
Mapa delsitio | Contacto
Inicio Investigadores | Donantes
Informacién
rOC ureS Orden de 14 de noviembre de 2013 del Mi de fay C ividad, crea el Biobanco
~ss Objetivos Nacional de Enfermedades Raras (BioNER) y autoriza su constitucién y funcionamiento. Asimismo,
Services ,\1' Id\s::‘(lmle qduesellalijo?ar‘lcoIr‘*:ar:icna\ de Enfermedades Raras quede adscrito al Departamento, a través del
e turs Instituto de Salud Carlos
Colecoon sertier Carinl Estru
O FIRIRO1RT I del 5 El Instituto de Salud Carlos I (ISCII) ostenta la titularidad del Biobanco Nacional de Enfermedades AR
The Muisnsd fove Oitos Bskerts aliery Oapoeno Lagst W21011.2011 nstituto nvestigacion Infraestructura Raras (BioNER), recayendo la responsabilidad operativa y funcional en el Instituto de Investigacion de
(S g sevvice de Enfermedades Raras Enfermedades Raras (IIER).
Entidades B
* Procesung of buologcal umples
colaboradoras El Biobanco Nacional de Enfermedades Raras (BioNER) tiene como mision apoyar la investigacion .
b m"“"'*"‘ﬁ"‘l:“: National Proyectos nacional e internacional, recopi y a muestras biolégicas degfect [l
T R Di e enfermedades raras, familiares y controles. Dichas muestras estaran #
are Uisease las enfermedades raras, tanto desde aspectos etiologicos y prevent iR ad la
& Storage of camples nd dats asoduted Biobank Contactoy busqueda de nuevos tratamientos y factores prondstico.
it Pyt A Spcien WEBSITE UNDER CONSTRU
e localizacién ) L a ] “s DTIIIH
Desde 2002, el Instituto de Investigacion de Enfermedades Raras (IIER) es socio fundador de la red

Eurobiobank (EBB), primer y tnico consorcio de biobancos europeos orientados a Enfermedades Raras.
Durante estos afios se ha estado trabajando en este consorcio a través de los proyectos europeos
TREAT-NMD y en proyecto IRDIRC RD-CONNECT.

 Provecn of amples for research pro-
fects by vestgatons

# Access to sample collections of the
European

En este ultimo, actualmente en marcha, el lIER es de facilitar la vilidad entre los
+ Accem 40 semple collections of ot CATALOGO DE biobancos de enfermedades raras europeos, americanos y australianos, todos ellos socios del proyecto
European bobanks X y firmantes del acuerdo IRDIRC (consorcio internacional para la investigacion en enfermedades raras)
]
= MUESTRAS _ o . .
Management. of Navomsl Rare s S lespeien También en el marco del consorcio IRDIRC, el Instituto de Investigacion de Enfermedades Raras lidera
Dvease Bobuwk & mede with i hoy en nuestro pais el proyecto de registro nacional de enfermedades raras SpainRDR, proyecto al que
(e Blyis (o shunat i se haya asociado BioNER.
managermert systeen for b Avda. Mordorte de Lemos. § Y
obanks. lmprovements n secursty, traces- T 2000 Mt
:-Lmd-w:dwwve—&-‘d ©  bubunco_ser@none SpainRDR
system facitates complance H
the Research Act and the Or - i Red Bi3bancos
Lo on Den g Fevaan & EuroBicBonk RDZ2Connect - o i ol Nt
HI : * A L= = .
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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

Spanish National Rare Diseases Biobank (BioNER)

Red Biobancos

Instituto de Salud Carlos Il
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Home Page  Copyright  Site map Contact

\f@ EuroBioBank

You are here: Home Page =Catalogue & other services

L K X K K
[AbouE EuroBionank | Publications & Bocuments| =TT [artners]

Catalogue of collections

Welcome to EuroBioBank.org

The Catalogue Search function is now embedded in the table header of each individual
catalogue.

]EI Download the entire catalogue as a text file (usable by Excel)

Click on column header or number to view details for a type of material

CELLS DNA TISSUES BLOOD

Human biological resources available in the EuroBioBank network

L J L X J
Last updated on 2014/07/14 t%‘
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Eurobiobank:

of par
e

More than 30000
15001 - 30000
5001 - 15000
1000 - 5000

e Less than 1000

Partners per country
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Prepared by authors (IIER-ISCIII)

Spanish National Rare Diseases Biobank (BioNER)
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sampl le ‘5

Type of biological sample

L[l | RNA
s oo

Tissues
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== Biobanks | RD%<Connect

@9@ EuroBioBank

BioNER

and National
networks

Red Biobanco

instituto de Salud Carlos |l

Do
SpainRDR

Spanish National Rare Diseases Biobank (BioNER)

Registries
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BIOBANKS

Interoperability

PAT'ENTS Measures REPOS'TOR'ES FOR

REGISTRIES —OMICS DATA
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