For better quality in biobanks —

Audit programmes support improvement measures

BIOBANKOPEN FORUM JAPAN
29 AUGUST 2023

Andrea Wutte

Head of Quality Management Department

BBMRI-ERIC”

The European research infrastructure
for biobanking and biomolecular
resources in health and life sciences

© BBMRI-ERIC QM Services



BBMRI-ERIC”

The European research infrastructure
for biobanking and biomolecular
resources in health and life sciences

WE ARE 25
20 Members 5 Observers
Austria Italy Denmark
Belgium Latvia IARC/WHO
Bulgaria Lithuania Qatar
Cyprus Malta Spain
Czech Republic Netherlands Turkey
Estonia Norway
Finland Poland
Germany Slovenia i ;ZEI-OO biock:)anks
xpert Centres
Greece Sw?den > Headquarters in Austria
Hungary Switzerland > 25 National Nodes
» and affiliated partners
» 25 active projects
» 19 submitted projects (2023)
» 20 completed projects
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QUALITY MANAGEMENT SERVICES — REVIEW AND OUTLOOK

» 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
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BBMRI-ERIC
QUALITY PQ

All Partners should commit themselves to implement quality management/assurance procedures compliant with applicable European and International
standards, OECD best practice guidelines for Global Biological Resource Centres Networks and WHO/IARC Common Minimum Technical Standards and
Protocols for Biobanks Dedicated to Cancer Research.

50Ps should be established and made publicly available for all processes related to sample collection, processing, storage, retrieval and dispatch. Itis
recommended that SOPs should follow the procedures as specified in the WHO/IARC guidelines for biological resource centres for cancer research
whenever feasible.

A biobank (collection) shall be provided a unique persistent identifier as a part of registering the biobank (collection) in the BBMRI-ERIC Directory.
Partners are also encouraged to participate and benefit from the quality services of BBMRI-ERIC.

INTERNATIONAL BIOBANKING STANDARD

= Biotechnology - Biobanking - General requirements for biobanking (1S0 20387:2018)

This document specifies general requirements for the competence, impartiality and consistent operation of biobanks including quality centrol
requirements to ensure biological material and data collections of appropriate quality.

This document is applicable to all organizations performing biobanking, including biobanking of biological material from multicellular organisms (e.g.
human, animal, fungus and plant) and microorganisms for research and development.

Biobank users, regulatory authorities, organizations and schemes using peer-assessment, accreditation bodies, and others can also use this document in
confirming or recognizing the competence of biobanks.

= Quality management systems - Requirements (ISO 9001:2015)

This International Standard promotes the adoption of a process approach when developing, implementing and improving the effectiveness of a quality
management system, to enhance customer satisfaction by meeting customer requirements This International Standard can be used by internal and
external parties, including certification bodies, to assess the organisation’s ability to meet customer, statutory and regulatory requirements applicable to
the product, and the organisation’s own requirements.

© BBMRI-ERIC QM Services
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SINCE 2015 BBMRI-ERICLIAISON WITH
INTERNATIONAL STANDARDIZATION ORGANISATION (ISO)

* 1SO/TC 276 Biotechnology
* WG 2 Biobanking
* WG 5 Data processing and integration

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

'« 1SO/TC 215 Health Informatics

" Member bodies M Correspondent members
Il Subscriber members

This map is designed 10 visually demonstrate the geographic distribution of our Members. The boundaries shown do not imply an official endorsement or acceplance by I1SO.
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BBMRI-ERICCOLLABORATION WITH
EUROPEAN ACCREDITATION (EA)

i . . - " . Fax: 99532239 93 48
Eﬁ © venvertogin Contacts Newseter @ @ @ @ . comité frangals daceréditation GAC - Unified National Bady on *
EUROREM ACCREDITATION MUTUAL RECOGNITION EAMEMBERS ABOUT EA INFORMATION CENTER 52 rue Jacques Hillairet Aecrediation - Accrediation Centre
75012 - Paris 42a Kazbegi Av.
0186 - Thilisi
B = B =
MLA signatory MLA signatory
Date of next re-evaluation: 2024-10 Scopes v Date of next re-evaluation: 2022-11 Scopes v
Date of last peer evaluation: 2021-01 Date of last peer evaluation: 2018-11

Signatory : |AF - ILAC

GERMANY GREECE

DAkkS Phone; +49(0) 30 67 05910 ESYD Phone: + 302107204 502
Deutsche Akkreditierungsstelle Fax +49(0)30 67 059150 Hellenic Accreditation System Fax 302107204501
GmbH .
7Thisseos str
‘ | 1 | Spittelmarkt 10
i < 10117 - Berlin
/ - | & = 17676 Kallthea - thens —
f e ]
| IR Y i W sgatry
Date of next re-evaluation: 2022-09 Scopes v MLA signatory
Date of last peer evaluation: 2018-09 Date of next re-gvaluation: 2023-05 Scopes ¥
L%l Date of last peer evaluation: 2013-05

Signatory : AF - ILAC

Signatory : IAF - ILAC

infrastructure
NAH Phone: +361550-1007 ISAC Phone: +354 580 9400
National Accreditation Authority Fax +361850-036 Icelandic Board for Technical Fax: 364 580 9401
X Accreditation
viewallnews DIRECTORY S Ttényi 0t a2
- Syria o Y M9 - Budapest jverk
F=2on I‘ra. @ E Eng|ale|gulr 3.
One Voice Report (8 L ﬁ% 105 - Reykjavik ‘ @
January 1ith, 2023 | Accreditation and Conformity / > e MLA signatory
Aoxssmment = in Date of next re-evaluation: 2022-05 Scopes v MLA signatory
Eqypt. = | Dateoflast peer evaluation: 2018-06 Date of next IG'M|UBI‘QHI 2024-04 Scopes v
Western Signatory: AF - ILAC Date of last peer evaluation: 2022-04

Sahara . it =

NETWORK OF ACCREDITATIONBODIES

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

EUROPEAN COMMISSION

european-accreditation.org
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MUTUAL RECOGNITION
EUROPEAN ACCREDITATION (EA) / ILAC / IAF

Eﬁ 'EUROPEAN
ACCREDITATION

A Mutual recognition > IAF/ILAC Recognition

IAF/ILAC Recognition

Presentation of IAF/ILAC
Peer evaluation of EA
Part of the global network

Mutual Recognition
The EAMLA

Peer evaluation
|AF/ILAC Recognition

ACCREDITATION

eMemberLogin Contact Us Newsletter o @ o Q
MUTUAL RECOGNITION EA MEMBERS ABOUT EA INFORMATION CENTER

IAF/ILAC Recognition

Presentation of IAF/ILAC
Peer evaluation of EA
Part of the global network

Mutual Recognition
The EAMLA

Peer evaluation
IAF/ILAC Recognition

The EA MLA is recognized at i ional level by IAF (| ional Accreditation Forum)
and ILAC (International Laboratory Accreditation Cooperation), the two global associations
of Accreditation Bodies.

It means that accreditation by one of the EA MLA Members is considered to give as much
e as itati ivered by any signatory to the IAF or ILAC mutual agreement.

“Accredited once, accepted everywhere!”

It means that a test report or certificate issued by an accredited CAB can be recognized by the
signatories to the IAF and ILAC multilateral agreements. In this way, the EA MLA acts as an
international passport to trade.

Thanks to this mutual recognition:

L ional markets have confi in the EA MLA and the conformity assessment
results provided by organizations accredited by EA MLA signatories;

® there is no need for products and services to be re-tested, re-calibrated, re-inspected or
re-certified in each country into which they are imported and sold;

® ithelps free movement of goods and services at European and global levels.

BBMRI-ERIC”
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The International Accreditation Forum (IAF) is the world
association of National Accreditation Bodies (NAB) interested in
conformity assessment in the fields of management systems,
products, services, personnel, validation and verification, and
other similar programs of conformity assessment.

o OF MULTY
WEL ey
.4f-

|AF has two objectives:

1. Ensure that its Accreditation Body Members only accredit bodies that are competent to do
the work they undertake and are not subject to conflicts of interest.

2. Establish mutual recognition arrangements, known as Muttilateral Recognition
Arrangements (MLAs), between its Accreditation Body Members which reduce risk to
businesses and their customers by ensuring that an accredited certificate may be relied
upon anywhere in the world.

Currently there are four main scopes for the IAF MLA:

® Management Systems Certification using ISO/IEC 17021-1;
® Product Certification using 1S0/IEC 17065;

® Certification of Persons using ISO/IEC 17024;

® Validation and Verification using IS0 14065.

As of February 2022, the IAF MLA Members are:

* 5 Recognized Regional Accreditation Groups:

©  Arab Accreditation Cooperation (ARAC);
European co-operation for Accreditation (EA);
Inter American Accreditation Cooperation (IAAC);
Asia Pacific Accreditation Cooperation (APAC);
African Accreditation Cooperation (AFRAC);

o
o
o
o

* B8 National Accreditation Body Members.

For further details, visit the IAF website or read IAF newsletters

10
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Quality
of biological material /data

Collaborate
biological material /data

in projects

Share knowledge
harmonised / standardised
procedures

Q

KNOWLEDGE HUB

Find everything you need to know about
quality management in biobanking and
biomedical research in one place: The
BBMRI.QM Knowledge Hub consists of a
pool of experts that can help you with
any of the following:

o BBMRI-ERIC liaisons with

international standardization
organizations

© International standards relevant for
biobanking and biomedical research

o Quality management tasks in EU
projects

© Biobanking in times of COVID-19
Recordings available!

o Working Group QMS

© Meetthe QM Team
Consultation Hours:

© BBMRI.QM Newsroom
QM Documents:

© BBMRI.ch SBP Quality Manual
© BBMRI.de QM Biobank Manual
© BBMRLpl Manual of Biobank QM

© Read our special issue of the
Biobanks Europe Magazine on
quality management

TRAINING & SUPPORT

Whether you are looking for training
opportunities or practical support with
your quality management - quality
experts can provide you with a solution
tailored to your needs.

Within the BBMRI.QM network, we offer
in-house and online training, university
courses, summer schools, short courses,
workshops, and consulting services
covering different quality management
systems:

BBMRI.QM Training & Education
Programmes:

(] Training series about molecular in
vitro diagnostic examinations -
specifications for pre-examination
processes Recordings available! 1

@ Training series about the biobanking
standard 1SO 20387:2018 Recordings
available!

BBMRI.QM Academy:

© What is the BBMRI.QM Academy?

@© Educational webinars Recordings
available!

BBMRI.QM News and Events:

o Success stories of our BBMRL.QM
community

AUDITING

If you run a non-certified biobank and/or
you want to know if the samples stored
fulfill certain quality requirements, get
the support of BBMRI.QM. We offer peer-
review-style audits on request. Take the
next QM improvement step together with
us!

Process flow: From the SAS to a Quality
Label in the BBMRI-ERIC Directory

Step 1: Assess your processes with
the BBMRI-ERIC Self-Assessment Survey
(BBMRI-ERIC SAS).

© What s the BBMRI-ERIC SAS?

0 Short explanation about access
principles to the BBMRI-ERIC SAS

o Request the BBMRI-ERIC SAS
Step 2: Request a BBMRI-ERIC audit
@ BBMRI-ERIC Audit

Step 3: A positive audit will lead to a
Quality Label in the Directory

© Quality Label in the BBMRI-ERIC <
Directory

BBMRI-ERIC”

The European research infrastructure
for biobanking and biomolecular
resources in health and life sciences

BBMRI-ERIC Audit
Programme

BBMRI-ERIC Quality
Label

#BBMRI_QM
m W essmriERIC
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http://www.bbmri-eric.eu/services/quality-management
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BUILDING BIOBANKING ACTIVITIES ON INTERNATIONAL STANDARDS

B Biobanking— General requirements for biobanking, ISO 20387:2018

Quality management systems — Requirements, ISO 9001:2015

B Specificationsfor pre-examination processes for tissues, blood, serum, plasma, saliva, stool, body fluids *and
more of these Technical Specifications for molecularin vitro diagnostic examinations

E Guidelinesfor auditing management systems, 1SO 19011:2018

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

requirements, ISO/TS 23494-1:2023




INTERNATIONAL ISO
STANDARD 20387

H018-08

Biotechnology — Biobanking —
General requirements for biobanking

Bistecknologie — «Biphanking= — Exigences pénerales relatives au
hinbaml

-

Reference rumber
150 20387 2018(E)

& 1502me
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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

2 & “21” 1S0/CEN standards for pre-examination processes

Reference: www.i so.org@

© BBMRI-ERIC QM Services
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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 AAS - ]

uuuuuuuu

Freedman LP et al. The Economics of Reproducibility in Preclinical
Research. Plos Biol. 2015 Jun 9;13(6):€1002165.

nnnnnnnnnnn

soing forward.
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SPECIMEN PROCESSING

INTERNATIONAL STANDARDS

ISO 20184-1 frozentissue — Part 1: Isolated RNA
1ISO 20184-2 frozentissue — Part 2: Isolated proteins
ISO 20184-3 frozentissue — Part 3: Isolated DNA

ISO 20166-1, F-PE tissue — Part 1: Isolated RNA

ISO 20166-2, FFPE tissue — Part 2: Isolated proteins

1ISO 20166-3, FFPE tissue — Part 3: Isolated DNA

ISO 20166-4, FFPE tissue — Part 4: In situ detectiontechniques

g
g

BBMRI-ERIC”
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ISO20186-1, 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

1ISO 23118:2021 metabolomicsin 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

|||||
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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

© BBMRI-ERIC QM Services
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INTERNATIONAL STANDARDS

DATA QUALITY, DATA SECURITY

Data quality — Master data and Data quality management: 1ISO 8000 Series

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

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

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

E And more...

WWW.iso.org ISZO

© BBMRI-ERIC QM Services
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FROM STANDARD TO SELF-ASSESSMENT SURVEY (SAS)
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BBMRI-ERICAUDIT PROGRAMME

OVERVIEW: FROM THE BBMRI-ERIC SELF-ASSESSMENT SURVEY (SAS) TO QUALITY LABEL Quality labels () ~ RN CRICE

Match all © Match any

(J Certified by accredited body
BBMRI-ERIC audited ’

Deselect all

(OUEINWYA Award BBMRI-ERIC Q-Label in

Access to BBMRI-ERIC SAS Evaluation of specifications ) Label Directory

Auditaccordingto ISO 20387 and SO 9001

A it i 0 s ey e el (006021 [Sd[e]sW of BBMRI-ERICSAS — create report Biobank
“Quality of Biobank operations”

assessment-survey/

Auditaccordingto the respective pre-
examination standards

collection “Quality of biological material /data”

Requestform / tick off pre-conditions/ Submit to BBMRI-ERIC Headquarter QM Department Sample

Fillout [pese report

FMERTEM Quality Label in the Directory

Receive the link to SAS by BBMRI-ERIC (remote and/or on-site audit) visibility https://directory.bbmri-eric.eu/

20
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ACCESSTO BBMRI-ERICSAS ON WEBSITE

REQUEST FOR A SELF-ASSESSMENT SURVEY

AUDITING

If you run a non-certified biobank and/or
you want to know if the samples stored
fulfill certain quality requirements, get ' } R

the support of BBMRL.QM. We offer peer- Access Access to BBMRI-ERIC SAS B T L e pp————
review-style audits on request. Take the
next QM improvement step together with
us!

Process flow: From the SAS to a Q-mark
in the BBMRI-ERIC Directory

Step 1: Assess your processes with
the BBMRI-ERIC Self-Assessment Survey
(BBMRI-ERIC SAS).

https://www.bbmri-eric.eu/services/self-
assessment-survey/ et t e MR B Sl Anmamaeaat vy froem i B

© What is the BBMRI-ERIC SAS?

© short explanation about access

Requestform / tick off pre-conditions /send
° Request the BEMRI-ERIC SAS

© BBMRI-ERIC Audit

Step 3: A positive auditwill lead to a
quality mark in the Directory

Get started

Receive @ with the link to SAS

° Q-mark in the BBMRI-ERIC Directory

[T

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

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

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

Evaluation Evaluation of specifications

ISO 20387 . .

3. Positive assessment — Quality Label
ST a Ml of BBMRI-ERICSAS

SELIIEE gy to BBMRI-ERIC 1. conducting a remote audit

SAMPLE/COLLECTION a) by BBMRI-ERIC Headquarters
LEVEL QM
Be PRE-ANALYTICAL STD’S b) by auditors of the country

audited by BBMRI-ERIC (remote and/or on-site) 2. Positive assessment — Quality Label

23
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B B M R I - E R I C AU D IT P ROG RAM M E resources in health and life sciences
AUDIT PROCESS More fiers

Match all © Match any

(J Certified by accredited body
BBMRI-ERIC audited ’

Deselect all

Framework / Auditor competence Conduct of the Audit Quality Label / Directory

Audit

Conducted by certified auditors S— Auditors provide report to BBMRI-ERICQM

SoRK[ok N builds the framework of the BBMRI-ERIC
Audit programme

assessmentaccordingto 1ISO 20387 Auditors recommend Quality Label /

(@ adiil=s B Lead Auditorsand qualified auditteam Biobank Approval BBMRI-ERIC QM approves (or disapprove)

2-3 days on-site assessment of compliance

assessmentaccording pre-examination

(0s1='e| {58 BBMRI-ERIC checklist/auditreport (o0 |[Seafela@ Standards
Remote assessment of compliance

HiH- =
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BBMRI-ERICONSITE AUDIT CHECKLIST / REPORT

Table of Contents Details of the biobank The auditors recommend that the biobank addresses all critical non-compliances (CNC) and submit [
BBMRI-ERIC Chapter Requirement Reference documents for evidence of improvement to the auditors for further review. In case of a positive assessment, an
Details of the bi Name: 8.8 Quslity mansgement reviews [eabonpiyohraionthey addendum to the audit report will be submitied to BEMRI-ERIC by the auditors.
Biobank on Address: EIX] e Bicbark top managemont shall rovew fa | 1.
ISO 20387:2018 Biobanking ‘Details of File number: quality management system st planned 2 ‘Auditor statement™
(- Report number: BEMRI-ERIC SAS* intervals, in order to ensure its continuing 3
a1 i Date of on-site audit (YYYY-MM-DD): suitabiley, Basquacy snd eflecivensss.
oo including the stated poficies and cbiectives
Biobank with several locations: Yes O e "
2.2 impartiality Name | Address of audited locaion(s). elsted 1 he fuffiment ofthis documen. Note:
43
EEES The Inputs 1o mansgement review shallbs | 1
- documented and shall include information 2
ralsted to the follawing: ) 3
Based on the content of this document, the o1 = — :2,‘*“"“:‘1,%‘?:.!;."’ wxborr] g hal e
nature:
from the BBMRI-ERIC Headquarters — Quall _ Details. of the auditor(s) bgmv'l::"wmfm ) Note: 9
QM) or by auditors on behalf of BBMRI-ERIC 62 Personnel. N @ st of e oo memgerent
preparation for the audit and as an audit rept 5.3 Facilti i it Status BLAD BSAD BTA( ) ousoeme of recent infernal sudis;
the BBMBI-EBIC QM by the auditors. A clos| — — ;f‘:_f""::' specicrequirements Q)m e ets: Glosing meeting, the biobank was informed about the preliminary result of the audit outcome baseqien the
observations is conducted by the auditors ar ) ) changss in the vol type of work or appraisaflf (C, NNC, CNC)
§ ) , =5ro Name: in the range of the biobanks acaviles: g.: JfP auditors can confirm that the biobank has established a biobank management system in accordance \gth the
BBMRI Quality Label in the BBMRI-ERIC Di Status’ BIAD BSAD BTAL i) providerirecipientiuser fsedback principffs of ISO 20387:2018 and is carrying out its work processes in accordance with the international biobankiN standard.
review of the documents and the closing dis¢ 71 v General Focus area ",“""’,, s of any i This offit statement must be written and signed personally by the auditor.
respective biobank works according to the pi {biotanking fiskda, sacior speciic requirements, improvemenis:
72 o of biotoai - > 1 gy ofilogicl matesl and
- — — T EBMRIERIG SAS moortis pvided by e BEMELERIC KO st of i dtcatn
7 st in e BBMRI sudilor fear = BBMRI Lead Auditor, B-SA = BBUR! System A ) occmes of e sty coit
Technical Expert; B-O = BEMRI Dhser\er ﬂ)mmﬂl factors, such as manitoring
7.4 Transport of biologi i i N ‘activities and training. Cifsing discussion between auditors and BBMRI-ERIC QM
75 — — = = XN The OUIpUTS from te management review T completad audit report is sent to BEBMRI-ERIC QM by the auditors. A closing discussion on the audit process and (e audit
- i shall record decisions and actions related to: 2 ervations is conducted by the auditors and BBMRI-ERIC QM. BBMRI-ERIC QM will award the BBMRI Quality Labelin the
= :;:: mm ‘the qualty ""”B'F"‘B"‘ 3 RI-ERIC Directory based on the recommendation of the auditors, the review of the documents and the closing disgission.
z m and s processes:
b} improvement of the actviies related to the
7.7 Storage of biologi e SUMMARY BLAD BSAL B %ﬂmmwﬁmmdfm@:‘;; Note:
©)provisin iclogical mteri
—— —— ~ — Chapter Societed cata: ompletion o the audit process by BBMRI-ERIC Quality Management at Headquarters
ACCESS TO BBMRI-ERIC SAS ¥ 4.1 General requirements et EMRIERIC QM siatement”
-GoTo -0 et Overall evaluation
7. of i i Findings
* AL OUT = It
71 [ Objective evidence / Reviewed documents (OE/RD) on-site
— — [No. | OE/RD* for chapter(s) | Title / date / version
- N [ Audit evaluation and reportin
I :
7 - ‘Summary, remarks and potental for improvement completed by auditors (B-LA .1

2Provide an oversll evaluation of the extent to which the biobank opsrates sccording fo the|

“Objective Evidence” Is to be distinguished from wed Document’

4Grading offulfliment o he requirsments of 2 aecion of the standard or-sile and sfier v
GNC = Crifical Non-Compliance.

82 i 2 quality system
8.3 Control of quaity Chapter Requirement Referencs docu ment was wiitten and signed personally by the BBMRI-ERIC Head of QM.
AUDIT PROCESS 4.1 Generdl Ettor cucummunt e
[xx) The bicbark shall have procedurss 1
* REVIEW SAS-REPORT & 2.5 Actions s itie addressing biobanking of sach type of 2
St st | & Eg: Exsting spprovae and
S BAARR ADOTE Sy ek squipment 8ha envircnmental conditons + ffiment of adaitonal recuirements « e
— _ ssioringlogging. Note: impression with respect 1o biobank's strengths and weaknesses « suitability and eff
&7 uunn-mfd-—-fwms examiring, preparing, system including potential for improvement  final evaluation + key aspects/iconsider]
- AUDIT ACCORDING T0 19011:2018 — “"“"’":_?“:;."f‘m"‘“‘i“m‘ﬁ; S
nsporting. The biobank shail have
- — mmhmmmmmﬁmmmﬂ
8. ey and beoscioay rthemnts Tha.
shall lso address risks and
“Audit 7 = opporturities using a fsk assesement
412 When . the biobank should be aware | 1 Audit recommendation®
o the minimal requirements for biclogical z
e st o ooz | 2 B-LA ), B-SA L, B-TA |, B-TE 1, B-O L) recommend the biobank o be awardec
downsiraam applicationi(s} lo ensure that it " i
oo appbcaont e et Quality Label in the BEMRI-ERIC Directory
i it rancled 1o enable: e Note:
the: by BBMRI-ERIC! By B-LA (1, B-SA (1, B-TA [, B-TE [J, B-O [ cannot recommend the biobank to be
BBMRI Quaity Label in the BBMRI-ERIC Directory
‘GBBMRI_ERIC_sudt_checkdst_fepon V2 20220801 docx SBEMA_ERIC_ surit_chockdst_repon_\V2 20220701 docx ‘BEMRI_ERIC_sut_chacifst taport V220220901 dock. ‘BEBMAI_ERIC_ st checkdst repon V220220901 doc. BBEMAI_ERIC_ skt checkdst_ropot_V2 20720801 docx. Page 37 of 37
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BMRI-ERIC FIND SAMPLES AND DATA ABOUT v SERVICES & SUPPORT v EU GRANTS v

VORLD’

BIGGEST

BIOBANK DIRECTORY

MAKING NEW TREATMENTS POSSIBLE

BBMRI-ERIC is a European research infrastructure for biobanking. We bring together all the main players from the
biobanking field - researchers, biobankers, industry, and patients - to boost biomedical research. To that end, we
offer quality management services, support with ethical, legal and societal issues, and a number of online tools and
software solutions. Ultimately, our goal is to make new treatments possible.
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CERTIFICATE

for the management system according to ISO 20387:2018

BBMRI-ERIC hereby confirms that, as a result of the internal audit,
Biobank Vast, Sahlgrenska Universitetssjukhuset, 413 45 Goteborg

Il ENAER

VASTRA GOTALANDSREGIONEN OCH GOTEBORGS UNIVERSITET

has established and operates a management system in accordance
with the requirements of 1SO 20387:2018.

Certificate ID: QMS/Quality Label/003
Date issued: 12 September 2022

Valid until: version change of ISO 20387:2018

A
" ;// l///\/\ F ‘I \
= /.' /— - {/ I \l .
Andrea Wutte,:M.Sc.

Head of Quality Management

yd
Prof. Jen?Habermann, M.D., Ph.D.
Director General

er Institute ©

ilable

samples

ilable

szmples

ogical Material, Masaryk

orage Collection

tabase of Latvian

[ Metwork '] [ Data type | Fewer filters

O Match all ® Match any

| (O Accredited/Certified by accredited body
| BBMRI-ERIC audited

= Biobank Graz®

View biobank

. . ~
7 collections available O

== BioPersied Cohort: cardiovascular and [
O metabolic dizeases

Quality labels: CEN/TS 16345:2016

Available: 211829

Because you searched for: (R LRSI

More details

== COVID-19 Convalescent Cohart: SARS- [
CoV-2, COVID-19 recovered

Quality labels: CEN/TS 1
Available: 34317 =2

= Gewebebank des Klinikums rechts der
Isar und der Technischen Universitét
Minchen

View biobank

1 collection available

base of Latvian Population O

== Collection Pancreatic cancer MTBIO O

Quality labels: CEM/TS 16£
CEN/TS 168 3
Because you searched for:

More detais

BBMRI-ERIC”

The European research infrastructure

for biobanking and biomolecular

resources in health and life sciences

= Biobank Vist ©
View biobank

1 collection available

== Placeholder collection O

Because you searched for: LRI o]

More details

= Leipzig Medical Biobank @
View biobank
2 collections available O

== LIFE-Adult-Study Basis Leipzig O

Quality labels: 150 20

150 20

Because you searched for: (R RG]

More details

https://directory.bbmri-eric.eu
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ISO 20387 BBMRI-ERIC AUDITED / QUALI
ISO 20387 ACCREDITED BIOBANKS '

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

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

DE: NCT Tissue Bank, German
Cancer Research Centre and

A

Heidelberg University Hospital,
accredited by DAkkS

SP: Fundacién Instituto Valenciano

de Oncologia (IVO) Biobank,
Valencia, accredited by ENAC \

BBMRI-ERIC”

The European research infrastructure
for biobanking and biomolecular
resources in health and life sciences

LABELED BIOBANKS

QA: Qatar Biobank (QBB),
accredited by A2LA

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

]

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

|

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

PL: Wroclaw Medical Univ.
Biobank, accredited by PCA

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

IT: Sezione Dipartimentale Biobanca,
Azienda Ospedaliero Universitaria, Pisa,
accredited by ACCREDIA

L
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BBMRI-ERICQUALITY MANAGEMENT TEAM (BBMRI.QM)

QM Leads
in National Nodes:

Quality Management Team
at Headquarters:

@ BBMRI.pl
=4

\NS)
BBMRI.it

0

BBMRI.se oY

| B |
: BBMRI.be

BBMRI.cy ﬁ

A

BBMRI.bg e |
Y 4 | BBMRI.no
BBMRI.at i~
1 . ‘ BBMRI fi BBMRI.gr
3 R : 1y
\ BBMRI.ce A
_
Nadja Palko |
BBMRI.ch
M BBMRI.mt d1]
=y )
| vacancy \ ) BBMRI.cz i
4 .de
P ey Ny \L 1
BBMRI.nl
BBMRI.ga
BBMRI.si l '
BBMRI .tr
P Sy Ny
@)@ BBMRI.lv BBMRI.dk
MEMBERS
:OBSERVERS BBMRI.hu

g~

> 210 QM representatives in the countries

© BBMRI-ERIC QM Services



Quality

/
'
(4 ’
" TWO SIDES OF

THE SAME COIN
Page 16-17

of. Kurt Zatloukal
tional Node Director BBMRLat
ical University of Graz

{

"

Issue No. 6/2017

STANDARDISATION
IS KEY
Page 10-15

Dr. Uwe Oelmiiller
Vice Presi MDx L

BBMRHERIC*

Biobanking and
BioMolecular resources
Research Infrastructure

QUALITY ASPECTS
IN ADOPT BBMRI-ERIC

Page 18-19

Prof. Marialuisa Lavitrano
Node Director BBMRLit

QIAGEN GmbH

University of Milano-Bicocca

BBMRI-ERIC”

The European research infrastructure
for biobanking and biomolecular
resources in health and life sciences

THERBHYDNE D TETVFE LT
THANK YOU FOR YOUR ATTENTION

ﬁ contact@bbmri-eric.eu

www.bbmri-eric.eu

m ’ #BBMRI_QM
@BBMRIERIC

Co-funded by multiple Horizon and IHI projects

© BBMRI-ERIC QM Services
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