
BBMRI-ERIC SAS 2023

For better quality in biobanks – 
Audit programmes support improvement measures
BIOBANK OPEN FORUM JAPAN
29 AUGUST 2023 

Andrea Wutte

Head of Quality Management Department
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WE ARE 25

➢ > 400 biobanks
➢ 3 Expert Centres
➢ Headquarters in Austria
➢ 25 National Nodes 
➢ and affiliated partners

➢ 25 active projects
➢ 19 submitted projects (2023)
➢ 20 completed projects

20 Members

Austria
Belgium
Bulgaria
Cyprus
Czech Republic
Estonia
Finland
Germany
Greece
Hungary

Italy
Latvia
Lithuania
Malta
Netherlands
Norway
Poland
Slovenia
Sweden
Switzerland

5 Observers

Denmark
IARC/WHO
Qatar
Spain
Turkey



GOVERNANCE

Services & Developments

Scientific Affairs
• Ethical, Legal & Societal Issues (ELSI)
• Quality Management (QM)
• Common Service IT (CS IT)
• Biobanking Development (BBD)

Central Services & Functions
• Finance & Project Management (FPM)
• Public Affairs (PA)
• Outreach, Education & 

Communications (OEC)

Assembly of Members

Finance Comittee

Steering Committee

Scientific and Ethical Advisory 
Board (SEAB)

Stakeholder Forum
• Patient & Public Pillar
• Industry Pillar
• Scientific Societies Pillar

Director General

Central Executive 
Management Office

Management Committee
• Director General
• National Node Directors
• Director of Common Service IT

BBMRI.XX

National Node 
Partners

BBMRI.XX

National Node 
Partners

Stakeholder Forum
Secretariat

DECISION MAKING

EXECUTIVE

EXECUTIVE

OPERATIVE
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ELSI Services 
& Research

Public Affairs & 

Stakeholder Engagement

IT Services & 
Research 

Quality 
Management 

Services & 
Research

bbmri-eric.eu

Knowledge Base

Helpdesk Network

Ethics Check

Training

Code of Conduct for Health Research

Knowledge Hub

Training & Support

Auditing

Quality Assurance

Discovery of biobanking resources

Access to samples and data

Data deposition, pooling, analyses

Interoperability

Data protection and access control

Quality controlling & reusability

Training  & Support

BBMRI enabling personalised 

medicine through:

Member States & Strategic Partners

EU & Global Affairs

Patients & Public

Scientific Societies

Industry Collaborations

Biobanks & Universities

National Nodes

Expert Centres

Sustainability

Biobanking 
Development

Outreach, 
Education & 

Communication



➢ History and Quality Policy

➢ QM Engagement in International Organisations for Standardisation

➢ International standards relevant for biobanking

➢ BBMRI-ERIC Quality Management Services “Knowledge / Training / Audit Programme / Research”

➢ BBMRI-ERIC Audit Programme 

BBMRI-ERIC Quality Label a quality indicator for biobanks and sample collections

➢ BBMRI-ERIC Support Biobanks for accreditation 

Biobank Accreditation – by 3rd party – National Accreditation bodies 

QUALITY MANAGEMENT SERVICES – REVIEW AND OUTLOOK



AW_20230314_BiobankBasic_MUG_Graz

History
ESFRI ROADMAP / PREPARATORY PHASE 2008 – 2011 / LEGAL STATUS DECEMBER 2013 – 10 YEAR ANNIVERSARY 2023
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BBMRI-ERIC 
QUALITY POLICY
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• ISO/TC 276 Biotechnology
• WG 2 Biobanking
• WG 5 Data processing and integration

• ISO/TC 212 Clinical Laboratory testing and 
invitro diagnostic test systems

• ISO/TC 215 Health Informatics

SINCE 2015 BBMRI-ERIC LIAISON WITH
INTERNATIONAL STANDARDIZATION ORGANISATION (ISO)



european-accreditation.org

EA Multilateral Agreement (EA MLA) objective 
‘Accredited once, accepted everywhere’

NETWORK OF ACCREDITATION BODIES
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BBMRI-ERIC COLLABORATION WITH
EUROPEAN ACCREDITATION (EA)
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MUTUAL RECOGNITION  
EUROPEAN ACCREDITATION (EA) / ILAC / IAF



#BBMRI_QM
@BBMRIERIC
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www.bbmri-eric.eu/services/quality-management

Training 

BBMRI-ERIC Quality 
Label 

BBMRI-ERIC Audit 
Programme

Share knowledge
harmonised / standardised

procedures

Collaborate 
biological material / data

in projects

Quality 
of biological material / data

http://www.bbmri-eric.eu/services/quality-management


BUILDING BIOBANKING ACTIVITIES ON INTERNATIONAL STANDARDS 

Biobanking – General requirements for biobanking, ISO 20387:2018 

Quality management systems – Requirements, ISO 9001:2015 

Specifications for pre-examination processes for tissues, blood, serum, plasma, saliva, stool, body fluids   *and 

more of these Technical Specifications  for molecular in vitro diagnostic examinations 

Guidelines for auditing management systems, ISO 19011:2018

Provenance information model for biological material and data — Part 1: Design concepts and general 

requirements, ISO/TS 23494-1:2023

!new!



Reference:  www.iso.org  

7 Process requirements

7.2 Collection of biological material and associated data 

7.2.1 Documented information requirements 

7.2.2 Pre-acquisition information

7.2.3 Collection procedure 

🔎🔎 “21” ISO/CEN standards for pre-examination processes
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QUALITY OF BIOLOGICAL MATERIAL

Lippi G. et al. Preanalytical quality improvement: from dream to reality 
Clin Chem Lab Med. 2011 Jul; 49(7):1113-26.). 

Stephen A Bustin. The reproducibility of biomedical research: sleepers 
awake! Biomolecular Detection and Quantification 2014, pp. 35-42 

Freedman LP et al. The Economics of Reproducibility in Preclinical 
Research. Plos Biol. 2015 Jun 9;13(6):e1002165.
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SPECIMEN PROCESSING
INTERNATIONAL STANDARDS

ISO 20184-1 frozen tissue – Part 1: Isolated RNA
ISO 20184-2 frozen tissue – Part 2: Isolated proteins
ISO 20184-3 frozen tissue – Part 3: Isolated DNA

ISO 20166-1, FFPE tissue – Part 1: Isolated RNA

ISO 20166-2, FFPE tissue – Part 2: Isolated proteins
ISO 20166-3, FFPE tissue – Part 3: Isolated DNA
ISO 20166-4, FFPE tissue – Part 4: In situ detection techniques

ISO 23118:2021 metabolomics in urine, venous blood serum and plasma

ISO/TS 21899:2020, Validation and verification of processing methods for
biological materials in biobanks

ISO/TS 20658:2017, Medical laboratories — Requirements for collection,

transport, receipt, and handling of samples

ISO 20186-1, venous whole blood - Part 1: Isolated cellular RNA

ISO 20186-2, venous whole blood -  Part 2: Isolated genomic DNA
ISO 20186-3, venous whole blood – Part 3: Isolated circ. cell-free 
DNA from plasma
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SPECIMEN PROCESSING
EUROPEAN STANDARDS

CEN/TS 17390-1:2020, circulating tumor cells (CTCs) in venous whole blood – Part 1: Isolated RNA
CEN/TS 17390-2:2020, circulating tumor cells (CTCs) in venous whole blood – Part 2: Isolated DNA
CEN/TS 17390-3:2020, circulating tumor cells (CTCs) in venous whole blood – Part 3: Preparations for analytical CTC staining

CEN/TS 17626:2021, human specimen – Isolated microbiome DNA

CEN/TS 17688-1:2021, Fine Needle Aspirates (FNAs) – Part 1: Isolated cellular RNA
CEN/TS 17688-2:2021, Fine Needle Aspirates (FNAs) – Part 2: Isolated proteins
CEN/TS 17688-3:2021, Fine Needle Aspirates (FNAs) – Part 3: Isolated genomic DNA
CEN/TS 17742:2022, venous whole blood – isolated ccf RNA from plasma
CEN/TS 17747:2022, exosomes and other extracellular vesicles in venous whole blood - DNA, RNA and proteins
CEN/TS 17811:2022, urine and other body fluids - Isolated cf DNA
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INTERNATIONAL STANDARDS 
DATA QUALITY, DATA SECURITY

AW, July 1, 2019

www.iso.org  
AW_20230314_BiobankBasic_MUG_Graz

Data quality – Master data and Data quality management: ISO 8000 Series 

Information technology – Security techniques – Information security management systems –
Requirements, ISO/IEC 27001:2022

Information security, cybersecurity and privacy protection – Information security controls, 
ISO/IEC 27002:2022

Information technology – Security techniques – Code of practice for protection of personally 
identifiable information (PII) in public clouds acting as PII processors, ISO/IEC 27018:2019

And more…
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BBMRI-ERIC audit programmes support improvement measures



FROM STANDARD TO SELF-ASSESSMENT SURVEY (SAS)

RedCap®️ web application
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Get 
started Receive the link to SAS

Fill out
Request form / tick off pre-conditions / 
send

Go to
https://www.bbmri-eric.eu/services/self-
assessment-survey/

Access Access to BBMRI-ERIC SAS

Be 

audited by BBMRI-ERIC (remote and/or on-site audit)

Submit 
report

to BBMRI-ERIC Headquarter QM Department

Completion of BBMRI-ERIC SAS – create report

Evaluation Evaluation of specifications

Enhance 
visibility

Quality Label in the Directory 
https://directory.bbmri-eric.eu/

Sample 
collection

Audit according to the respective pre-
examination standards

“Quality of biological material /data”

Biobank
Audit according to ISO 20387 and ISO 9001

“Quality of Biobank operations”

Quality 
Label

Award BBMRI-ERIC Q-Label in 
Directory

20
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OVERVIEW: FROM THE BBMRI-ERIC SELF-ASSESSMENT SURVEY (SAS) TO QUALITY LABEL

BBMRI-ERIC AUDIT PROGRAMME

https://www.bbmri-eric.eu/services/self-assessment-survey/
https://www.bbmri-eric.eu/services/self-assessment-survey/
https://directory.bbmri-eric.eu/


ACCESS TO BBMRI-ERIC SAS ON WEBSITE

21

Get started Receive @with the link to SAS

Fill out Request form / tick off pre-conditions / send

Go to https://www.bbmri-eric.eu/services/self-
assessment-survey/

Access Access to BBMRI-ERIC SAS

https://www.bbmri-eric.eu/services/self-assessment-survey/

https://www.bbmri-eric.eu/services/self-assessment-survey/
https://www.bbmri-eric.eu/services/self-assessment-survey/
https://www.bbmri-eric.eu/services/self-assessment-survey/


Generate report
and submit
results to

BBMRI-ERIC

Generate report
for internal use

SELF-EVALUATION

22

Be audited by BBMRI-ERIC (remote and/or on-site)

Submit 
report

to BBMRI-ERIC

Completion of BBMRI-ERIC SAS

Evaluation Evaluation of specifications

Request
Onsite-audit

Training 



EVALUATION OF SPECIFICATIONS

23

1. conducting a remote audit
a) by BBMRI-ERIC Headquarters 

QM
b) by auditors of the country

2. Positive assessment – Quality Label

1. conducting remote audit 
2. Conducting on-site audit 

a) by auditors of the country 
b) by BBMRI-ERIC Headquarters QM

3. Positive assessment – Quality Label

BIOBANK LEVEL

ISO 20387 

Be 

audited by BBMRI-ERIC (remote and/or on-site)

Submit report to BBMRI-ERIC

Completion of BBMRI-ERIC SAS

Evaluation Evaluation of specifications

SAMPLE/COLLECTION 
LEVEL

PRE-ANALYTICAL STD’S 



Collection
assessment according pre-examination 
Standards

Remote assessment of compliance

Biobank
assessment according to ISO 20387

2-3 days on-site assessment of compliance

Audit Conducted by certified auditors

Conduct of the Audit

Checklist BBMRI-ERIC checklist / audit report

Certified Lead Auditors and qualified audit team

ISO 19011 builds the framework of the BBMRI-ERIC 
Audit programme

Framework / Auditor competence

Q-Label Quality Label visible BBMRI-ERIC Directory

Approval
Auditors recommend Quality Label / 
BBMRI-ERIC QM approves (or disapprove)

Audit 
report

Auditors provide report to BBMRI-ERIC QM

Quality Label / Directory

BBMRI-ERIC AUDIT PROGRAMME

24
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AUDIT PROCESS



25

BBMRI-ERIC ONSITE AUDIT CHECKLIST / REPORT 
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QUALITY LABEL(S) IN THE DIRECTORY
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https://directory.bbmri-eric.eu



ISO 20387 ACCREDITED BIOBANKS

SP: Fundación Instituto Valenciano 
de Oncología (IVO) Biobank, 
Valencia, accredited by ENAC IT: Sezione Dipartimentale Biobanca, 

Azienda Ospedaliero Universitaria, Pisa, 
accredited by ACCREDIA

PL: Wroclaw Medical Univ. 
Biobank, accredited by PCA

FI: AURIA Biobank, Univ. Hospital 
Turku, accredited by FINAS

DE: NCT Tissue Bank, German 
Cancer Research Centre and 
Heidelberg University Hospital, 
accredited by DAkkS

CZ: Masaryk Memorial Cancer 
Institute Biobank, Brno, 
accredited by CAI

BBMRI-ERIC Quality Label: 
PL: Wroclaw Medical Univ. 
Biobank 

BBMRI-ERIC Quality Label: 
PL: Port Biobank, Wroclaw

BBMRI-ERIC Quality Label: 
PL: Stem Cell Biobank, 
Warsaw

BBMRI-ERIC Quality Label: 
SE: VÄST Biobank, Gothenburg 

ISO 20387 BBMRI-ERIC AUDITED / QUALITY LABELED BIOBANKS

©
 B

B
M

R
I-

ER
IC

 Q
M

 S
e

rv
ic

es

QA: Qatar Biobank (QBB), 
accredited by A2LA



Quality Management Team
at Headquarters:

Andrea  Wutte

Maike Tauchert

Nadja Palko

BBMRI.qa

QM Leads
in National Nodes:

BBMRI.at

BBMRI.cy

IARC

BBMRI.fi

BBMRI.lv

BBMRI.hu

BBMRI.ch

BBMRI.tr

BBMRI.nl

BBMRI.no

BBMRI.ee

BBMRI.se

BBMRI.l t

BBMRI.bg

BBMRI.cz

BBMRI.i t

BBMRI.si

BBMRI.gr

BBMRI.es
BBMRI.be

BBMRI.pl

BBMRI.de

BBMRI.mt

BBMRI-ERIC QUALITY MANAGEMENT TEAM (BBMRI.QM)

> 210 QM representatives in the countries
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BBMRI.dk

vacancy



CONTACT

Co-funded by multiple Horizon and IHI projects

www.bbmri-eric.eu

#BBMRI_QM
@BBMRIERIC

contact@bbmri-eric.eu
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ご清聴ありがとうございました。
THANK YOU FOR YOUR ATTENTION
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