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%EX%'O\'RI\/IS General information

* Questions:
« during presentation: in the chat (= for Q&A session at the end)

« during Q&A at the end: also by raising hand/unmuting
- Presentation recorded
« Video, slides & Q&A provided after the session

- Feedback poll at end - please fill in!

HRO lunch team:
Samia Abed-Maillard (CRC Lausanne)
Claudia Fila (CTC Zurich)
Simone Kalin (CTU St. Gallen)
Verena Golz (DKF Basel)
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Facts and pitfalls of observational studies Michael Weisskopf@usz.ch
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biobanking

Sabine Bavamian, PhD

Registration and more information:
sctoplatforms.ch/HRO-training-series Chief Scientific Officer, Swiss

Biobanking Platform (SBP)
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Sample Management in Human Research

Dr. med. Michael Weisskopf, Msc Biobanking

Directorate Research and Education USZ
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The practical viewpoint...



%EX%?)CRMS Why bother, just store biological material a low

Pre-Analytical Phase

% Patient treatment, sampling procedure - impact on specimen
% After sampling, specimen is still ,,alive” and biologically (re-)active!
% Analysis outcomes potentially altered by pre-analytical changes



SCTO™®: Use Case: Swissmedic Inspection
PLATFORMS ] P

A clinical study conducted at the CTU USZ

Drug-drug-interaction
Endpoint: pharmacokinetics of Rifampicin,
Isoniazid and Ethambutol

Swissmedic Inspection

Finding / questions regarding sample management

Handling of the blood samples right after blood drawal:
“ UV/light protection of blood sample
“* room-temperature vs on ice after sampling
“ delay between sampling / centrifugation / storage -80°C




SCTO ™. Workup / repl Swi dic findi
BUATEORMS p / reply to Swissmedic findings

les'ﬂf‘ hqu,d/PyVU:""'d"E-hm‘bV":I
Rifampicin/lso o

Antibiotkum

- Compound Sample stability in whole blood at wismsil
and Chemicals room temperature (20-25°C) in hours
in Man Rifampicin 24h
Eleventh Edition Ethambutol 48h
Pyrazinamide 24h
Isoniazid 1h
Chloroquine 24h

Samples not compromised in two cases of protocol
deviations (delayed sample processing: 15mins / 20mins)
UV protection, ice-bath necessary in case of longer
delays.

The Swissmedic finding is highlighting the
importance of diligent sample management




SCTO™®

PLATFORMS

Use Case: how to do sample mangement right

Abnahme Datum:
(Beispiel: 01 JAN 2001)

Lab - Probe vor IMP-Gabe

Nach Absprache mit Studienteilnehmer Einlage von peripherer Verweilkaniile (PVK
rosal/griin) durch Study Nurse. Danach 1. BE PK predose und Safety Lab.

Danach kontinuierliche Gabe von NaCl 0.9% mit Verlangerung und Dreiweghahn via IVAC —
10ml/h, nachspiilen nach PK-Entnahme, Zusatz-Réhrchen verwerfen vor PK-Entnahme

nach Abnahme

kiihlen! (1

(Programm 2) innerhalb von 10min, gax, 30min

Solite die Zentrifugation erst 10-30min nach
Abnahme stattfinden, Blutrbhrchen mit Eiswasser [ Ohne Alufolie zentrifugieren!

Abnahme Zeit (Blut): | ——i__ |Abgenommen durch:
(bh:mm) (Initialen)
PK  predese
Predase.= 5 bis 15 . Blut Volumen: 10.0mL Lithium Heparin (schwenken 8-10x)
min. vor IMP_Gabe von ) N ) N
Rimsfax Empfehlung: Vagujiaiogr griin mit Blut fur BK Abnahme
in Alufolie packen (Lichtschutz)
Zentrifuge Eppendorf:
2800 x g, 10 min., bei 4°C, mit soft stopp Start Zentrifugation:

— = _ (b

Lagerung: O

Transport / Transfer der
Aligugts, in lichtgeschiitztem
Aliquot Behalter und Alu
gepackt!

Danach in vollautomatisiertem
Freezer -80°C_im Raum:
AUFN A 24

— = __hh;mm

[Zeitpunkt der Einlagerung der Aliguats in den vollautomatisierten
Ereszer AUFN A 24

Proben vor Einlagerung im GenfraXX erfassen nach «Clear
TR..Handout CeniraXX. Lithiuo. Hepatn. BK»

Kommentar: Aliguots = FluidX Kryo Réhrchen

Pre-sampling instructions
- to avoid dilution of blood sample
- correct timing and documentation

Post-sampling instructions

- light-protection (aluminium foil)

- lce-water bath if centrifugation
delayed

- sample transport instructions

- automated freezer system

- sample registration in BIMS

- labware definition
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Sample Management in Human Research

Documentation according to (inter-)national standards

- Evaulation of sample quality, comparability, FAIR-principle

Stammprobe hinzufiigen x

Probervoriage: | Clear TB Vollblut (Li-Heparin)

W

I Allgemeine Daten ||[“‘I Wert

Proben-ID | 157504

Erweiterte Daten

Abgabe und
Lokalisation

SPREC

X |

Bemerkung
Probentyp: I Flissigprobe

Probenart | Vollblut

Arﬁangsmenge:l 10 I mi w
Restmenge: | |
Konzentration: w

Entnzhmedatum: | 03122024 x

Einlagerungsdatum:

Eingangsdatum: | 03.12.2024 X 09:00

Eimwilligung: I USZ Generalkonsent (03.12.2024)
DCiagnose:

Organisationseinheit: I Clear TB_klinV_2020-00726

| 08:30 | Exakt

Exakt

Probenbehalter: I Originaler Primdrcentainer -35 bis -18°C oder -85 bis -60°C

r Proben-Eir
o Lagerort suswahlen
A B Lagerort scannen
E\ Proben-1D Probenart Restmenge Probenbehdlter Lz
- Originaler Primarcontainer B
] 157504 Voliblut 6 mi -35 bis -158°C oder -85 bis C|
60°C { I
=1
1 Probe |
fa——=— s ——————————————————————————— ] »

r Einzulagemde Proben

4 von 5 Proben

Proben-ID Probenart  Restmenge

O 157511 Serum 1ml
] 157512 Serum Tml
M 157513 Serum 1mi
] 157594 Serum ml

4 Proben

Eingelagert am: I 01.12.2024

Eingelagert durch: I bbadmin

Qriginaler Primarcontainer -35 bis
-18°C oder -85 bis -60°C

Qriginaler Primarcontainer -35 bis
-18°C oder -85 bis -60°C

Originaler Primarcontainer -35 bis
-18*C oder -85 bis -60°C

Qriginaler Primarcontainer -35 bis
-18°C oder -85 bis -€0°C

x | M |13:ss |Exakt v

Schulung = Schulungs-TK =
Schublade 1 = RUZT BOX 3 Test
(A1)

Schulung = Schulungs-TK =
Schublade 1= RUZT BOX 3 Test
(A2)

Schulung = Schulungs-TK =
Schublade 1 = RUZT BOX 3 Test
(A3)

Schulung = Schulungs-TK =
Schublade 1 = RUZT BOX 3 Test
(Ad)

Probeneinlagerung 7 x

r Proben-Einzelscar

Barcode:

|| Probe automatisch dem nachsten leeren Platz zuordnen

- Lagerort
= Schulung = Schulungs-TK = Schublade 1 = RUZT BOX 3 Test

1 2 3 4 = 6 8 9 10
A" C 00 000
s | O | OO O/ 00 00O
cOo/g/g/ojgjagjo/ojo o
o OO0 0O O|O0O|lO0|/O0 0O OO
ElO0 0|0 0|00 Oo|]0|lO O
FIOO 000000010
s /0000000 OO
H OO 0O/l0Ol0/00j0 O0l0
O/l ooaojajo o g
O ol0O 0000 0/glo

{ O
Belegungsrichtung: @) horizontal () vertikal

belegr [ beleg: (voridufig) unbskannt
[ belegt (nicht ragistriers [ | umgelagen
r Unbekannte Probe
Barcode
0 Proben

[ Eingelagerte Proben zu Probeniiste hinzufiigen




%EX%?)CRMS Sample Management in Human Research

% Data protection issues, avoid
sticky labels

\\\\\\\

lllllll

\\\\\\\

% Structured
safe storage

% Temp
monitoring
(cf.
| Swissmedic
< Excel sheets with 1 findings)
manual data entry — @
% Non-standard

documentation

. % Sample
% unfit-for-purpose Management
- numbering Software (BIMS)
| |  systems < Standard
+ Ice building, exposure to room documentation

temperatures, high energy % Barcoded labware

consumption, unauthorized access, ...
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The regulatory viewpoint...



SCTO'®: Human Research Act on sample man t
PLATFORMS P semen

“ «biological material» - sampled from living humans=*

“» «appropriate measures» for storage and management

% connection to data (meta-data / clinical data) «a biobank is a registry with
samples»

“ availability for (yet undefined) research projects

Reminder: the key difference
Sampling of specimens for the build-up of a biobank (HRO Art. 6b / ClinO)
> PIC & EC approval required
Collecting of otherwise being generated samples for the build-up of a
biobank (HRO Art. 24)
» GC & no EC approval necessary (but EC advice recommend)

*in contrast to autopsy material! Regulated separately in own HRA chapter



%EX?F?)CRI\/IS Human Research Act on sample mangement

HRA Art. 43  Storage

! Anyone who stores biological material or health-related personal data for research purposes must take
(appropriate technical and organisational measures }o prevent unauthorised use thereof, and fulfil the operational
and professional requirements.

2 The Federal Council shall specify the requirements for storage.

What are these «appropriate technical and organisational measures»?




%EX%?)CRMS Human Research Act on sample mangement

HRO Art. 5 = ClinO Art. 18 (identical wording!)

! Any person who stores health-related personal data for research must take appropriate operational and
organisational measures to protect it, and in particular:

a. restrict the handling of the health-related personal data to those persons who require this data to fulfil
their duties; » Data Protection

b. prevent unauthorised or accidental disclosure, alteration, deletion and copying of the health-related
personal data, > Audit Trail

C. document all processing operations which are essential to ensure traceability.

2 Any person who stores biological material for research must, in particular: » Documentation
a. comply with the principles set out in paragraph 1 mutatis mutandis;
6
b.

ensure that the technical requirements are met for appropriate storage of the biological material; here,
[nationally and internationally recognised guidelines must be consulted;]
C. make available the resources required for storage.




%EX%O'RI\/IS Nationally and internationally recognised guidelines?

» Declaration of Tapei 2016

WMA DECLARATION OF TAIPEI ON ETHICAL CONSIDERATIONS
REGARDING HEALTH DATABASES AND BIOBANKS

Adopted by the 53" WMA General Assembly, Washington, DC, USA, October 2002
and revised by the 671" WMA General Assembly, Taipei, Taiwan, October 2016

PREAMBLE

1. The Declaration of Helsinki lays down ethical principles for medical research involving human subjects, including

the importance of protecting the dignity, autonomy, privacy and confidentiality of research subjects, and obtaining
informed consent for using identifiable human biological material and data.

2. Inhealth care provision, health information is gathered by physicians or other members of the medical team to
record health care events and to aid physicians in the on-going care of their patient.

3. This Declaration is intended to cover the collection, storage and use of identifiable data and biological material
beyond the individual care of patients. In concordance with the Declaration of Helsinki, it provides additional ethical
principles for their use in Health Databases and Biobanks.

Legally non binding in CH and not fully compatible. E.g. “19. An
independent ethics committee must approve the establishment of Health
Databases and Biobanks used for research and other purposes.”



SCTO"® Nationall d int tionall ised guidelines?
PLATEFORMS y and internationally recognised guidelines:

> ISBER Best Practices 5th Edition December 2023

O
y O daln

IS

INTERNATIONAL SOCIETY FOR BIOLOGICAL
AND ENVIRONMENTAL REPOSITORIES

» SPREC 3.0
Standard PREanalytical Code Version 3.0

Fay Betsou! Roberto Bilbao? Jamie Case” Rodrigo Chuaqui® Judith Ann Clements,” Yvonne De Souza”
Annemieke De Wilde,” Jorg Geiger William Grizzle” Fiorella Guadagni!® Elaine Gunter!" Stacey Heil”
Michael Kiehntopf!® Iren Kn?_"pandi,"’ Sabine Lehmann! Loes Linsen!® Jacgueline Mackenzie-Dodds®

Rocio Aguilar Quesada!” Riad Tebbakha'® Teresa Selander!® Katheryn Shea™ Mark Sobel”
Stella Somiari ™ Demetri Spyropoulos® Mars Stone® Gunnel Tybring*
Klara Valyi-Nagy ™ and Lalita Wadhwa;*’ and the I1SBER Biospecimen Science Working Group

» CEN Standards E
» BBMRI / ESBB / SBP Guidelines SWISS BIOBANKING PLATFORM

— BBMRI.ch

» SPHN Data Standards >§<BBMR.-ER.C

» ISO —@:
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The scientific and ethical viewpoint...
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%EX%?)CRMS Pre-analytics and impact on science

Serum Plasma
A mVpl mVp2 mVp3 Ref Vp1=11 mVpl mVp2 mVp3 Ref Vp1=10
0.008 4 nvp2=13
| an3f12 .
h » You may miss the effect you are
° 4 © o .
: e looking for
-0.004 ol I
0.008 (N=47)
-0.008 -0.004 0 0.004 . .
o » Even worse, you may missinterpret
nVp3=13 nVvp3 =12
Ref = 96 Ref = 84 H 1 1
" ° - pre-analytic artifacts as biomarkers!
0.01 : .
‘.o.;‘ ) QD
g S 8P ] QS 2
&0 ':-;:-5-;:;'; Ce ”
OO ° O
. (N=109) - (N =96)
-0.004 -0.002 0 0.002 0.004 -0.004 -0.602 ' 0 0.002 0.004 )
Tpred Tpred
C I 05 A 05
3 oy 04 im 04
s 038 3 o 038
| 5 8 o2l]5 3
§ Lactate 02 5 8 Lactate 02 5
] ot 5 9 I 28
g 0.1 % 0.1
0H= T —W—*h—#l‘ﬁ— i T ‘MM
T Glucose . L Glucose. 0
9 8 7 6 5 4 3 2 1 9 8 7 6 5 4 3 2 1

"H Chemical Shift (ppm) "H Chemical Shift (ppm)

Jobard E et al. A systematic evaluation of blood serum and plasma pre-
analytics for metabolomics cohort studies. Int J Mol Sci 2016;17:2035.
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Table 1. Overview of the study protocol. Fasting blood samples are obtained and handled according to the reference protocol or one of eight variant protocols.

Processing Freezing & Storage

Centrifugation Parameters Delay between

Protocol Delay of Incubation Temperatl.Jre of Sample Preparation Time at =80 °C
Incubation Speed Temperature Time & Freezing at -80 °C
Reference (Ref) i1h 22°C 2000g 20°C 10’ 15’ 3 months
Variant 1 (Vp1) 1h 4°C 2000 g 20°C 10’ 15’ 3 months
Variant 2 (Vp2) 6h 4°C 2000g 20°C 10 15’ 3 months
% Variant 3 (Vp3) 6h 22°C 2000g 20°C 10’ 15’ 3 months
Variant 4 (Vp4) 1h 22°C 2000g 20°C 20’ 15’ 3 months
Variant 5 (Vp5) 1h 22°C 2000g 4°C 10 15’ 3 months
Variant 6 (Vp6) 1h 22°C 3000g 20°C 10’ 15’ 3 months
% Variant 7 (Vp7) 1h 22°C 2000g 20°C 10 1h 3 months
Variant 8 (Vp8) 1h 22°C 2000 g 20°C 10’ 15’ 48 h

Jobard E et al. A systematic evaluation of blood serum and plasma pre-
analytics for metabolomics cohort studies. Int J Mol Sci 2016;17:2035.



SCTO.%. Ethics and Economy of . lyti
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Preanalytical Quality Improvement: In Quality We
Trust

Giuseppe Lippi !, Kathleen Becan-McBride, Darina Behulova, Raffick A Bowen, Stephen
Church, Joris Delanghe, Kjell Grankvist, Steve Kitchen, Mads Nybo, Matthias Nauck, Nora
Nikolac, Vladimir Palicka, Mario Plebani, Sverre Sandberg, Ana-Maria Simundic

The Cost of Poor Blood Specimen Quality and Errors
in Preanalytical Processes

Sol F Green !

The Economics of Reproducibility in Preclinical Research

Leonard P. Freedman [&], lain M. Cockburn, Timothy S. Simcoe

There is growing evidence that the pre-analytical phase of liquid samples for
biomedical research as well as patient care accounts for up to 75% of errors.

Insufficient description accounts for about one-third of the 28.2 billion US

dollars spent annually in the US on research resulting in irreproducible
research data.
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Sample Management Plan

Before you start a research project involving the collection and handling of
biological material, address all critical steps in the whole sample life cycle

7 SAMPLEACCESS......ccicieeeeeeeeeee
3 , fffC'Mi”CCOLLfCT'ON ----------- 4 SPECIMEN PROCESSING....... 6  SAMPLE STORAGE ....ooooommvverrereerssnsieennreens iR ¢ Proced
'3 :frrge ;msen 4.1 Sample Definition.................... 6.1 Informed Consent ...........c.c.ocooeevemeeeeeereenenne. +| REQUESEITOCEAUIS .covvvvvvvvsss e
1T PrOCEAUME coveevsssenssasssnson . . . 7.1.1 Requestform......ccccecverriiienicnnn.
3.1.2 CONENt oo 4.2 Receipt....ccccoeecrericcee e 6.1.1 Status Tracking and Documentation .... 12 Review board
3.1.3 Documentation .................. 4.3 Procedure ...........ccceevverennennnnn. 6.1.2 Consent Withdrawal Procedure............ 1. eview -oar """"""""""""""""""
314 Procedure............ooooooo- 4.4 Documentation.............cc....... 6.2 Storage Definition ..........ccoeeeeeveeeeeece e 7.1.3 Contracting prmmmm—————
315 Content""'","'“"'”“"""""‘ 4.5 Equipment and Labware......... 6.3 Procedure ........ccceceeieviiicevnnnerinrr e eeee e e e |4 Sample Retrieval Procedure.........
3.1.6 Documentation ................]

5 TRANSPORT

3.2 Specimen Collection..................

3.2.1 Specimen Definition........... 5.1 Transport Route Definition...... 6.5 Storage validation............... PLE DISPOSAL...covvvvvvvvvnisivniiniannens
3.22 Procedure .| 52 Procedure ... . 6.6 Minimal Rea Procedure ..........ccooiiiiiiiciee e
3.2.3 Documentation .................. 521 Classification ... . 8.2 Documentation.......c.ccooeveeiieiiviie e
2. ' finiion....p. T —ooooomom g T A V=
22‘5‘ zpec'men Definition 522 Packaging..nd _—— . O\A\N ' T — 9 ROLES AND RESPONSIBILITIES...........
2. rocedure ........cccceeereeeennen) ) 10 TRAINING
3.2.6 Documentation .................] 523 Sh|pment ............................................................. R
327 LabelS oo 524 Legalrequr— @\ '\Y o Access 10.1  Definition ...
3.2.8 Equipment and Labware... 5. = 10.2 Organisation.........ccccovcvevieerinevieeieennn )
329 Safety .roereerrernnrre 10.3 Dryruns..........oooooommiiiiiiiieeieaeeeeeeee,
3210 Collection containers...... 6.9.1 Storage systems and Backup capacity. ry )
10.4 Documentation..........cccccveereeeriennnnnnnnd
11 SAFETY .o s e e 12.1.3 Audits (internal / external)..................... 13 ELSI AND GOVERNANCE........cccovveeeeneen
11.1 Legal and Regulatory Requirements................... 12.1.4  Pilottesting ..c.cccvveeeeeeeee e 13.1 Identified ELSI ISSUES ........oovveeieiieiiean)
12 QUALITY MANAGEMENT SYSTEM.............c..... 12.1.5 Accreditation and Certification ............. 13.2 Approval by Competent Authorities.............
121 Quality ASSUranCe ..., 12.2  Quality CONtrol .....ccceeveeeeeeireeieieeieeeesienn, 13.3 Approval by Internal / Institutional Bodies ...
12.1.1  Error and Risk management....................... 12.2.1 MONIOriNG ...covimriiiieee e 13.4 Legal Documents and Contracts.................
12.1.2 Corrective And Preventive Action (CAPA)... 12.2.2 Sample quality biomarker .................... 13.5 Biobank Regulation .............cccccoeeeeeeeeenenn..
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Vision and Mission
SBP is the research infrastructure of national importance supporting both
human and non-human biobanking activities

An independent association funded by the — Position CH at the cutting edge of
Swiss National Science Foundation (SNSF) research by facilitating access to
high-quality samples and their
I—I_.Swiss National optimol usage
Science Foundation

— Improve the quality, visibility,
accessibility and interoperability of

GENERAL GOVERNING biobanks
ASSEMBLY BOARD
9
ORDINARY ORDINARY + EXPERT 9 9
MEMBERS MEMBERS MEMBERS BBM RI 99
Q@
national vg 999
node % @°
¢ 9

28



Positioning

SBP Is the reference research infrastructure in supporting and
counselling on high quality biobanking

SBP CLIENTS

A biobank is an organized entity with a
governance in place, responsible for the
management of biological resources

Biobank
infrastructures

o

Researchers

Biobanks

----------------

A biobank infrastructure in an
organized facility that offers
services to biobanks

A researcher is interested in
accessing high-quality samples for
their research

-------------------

...............

Institutions
hosting biobanks

e Research funding
organizations

SWISS
BIOBANKING :
PLATFORM P
— BBMRI.ch

........

Regulators and
policy makers

..................................................

Other national
research
infrastructures

European
Infrastructures
and networks

29



Biobanks and “biobanking”

SUBJECTS / SOURCES

Human
Animal

Plant
Microorganism

Misconception

A biobank s just a sample in a freezer

BIOBANKING

CESSIy, ORAGE
& ¢ &

ONSFER QSERS
&. .

Research & Development
Academic / Industries

Biopsy . .

Blood / Urine Medical — Human / Veterinary
Cells Biotech / Pharma
Bacteria / Virus Technologies

PURPOSES

Diagnostic
Therapeutic
Research

50



Strategy

How SBP supports researchers and biobanks

- A combined approach with innovative tools and services
based on 5 pillars and their related tools and services

@ Documentation

E SOPs, datasets, Quality Manual,
L Biobank Regulation, etc.

r—‘

€ Innovative tools

Easy-to-use and ergonomic tools
SBP SBP SBP

SQAN SMPL NEXT
€) SBP services

Professional support in Governance,
Quality, Visibility and Interoperability

SBP SBP

Labels NExT

BIOBANKING
PLATFORM
— BBMRI.ch

SBP
Datasets

SBP
Docs

31



QUALITY

SBP Labels

- A preparation to the ISO 20387 on biobanking
- Aligned with BBMRI Quality programme (Q-label)

- An innovative way to harmonize biobanks’ practices

A resource to increase biobank’s education on governance and quality issues

- 3 Labels to feature your conformity with SBP minimal requirements

WTY LABg,
O_OP‘ L 8

>
=

&
§
o

VITA
QRNANCE
>
waoiﬁ’\
R

Compliance with legal
and ethical standards

INvao\d

9,

Y LABE,
O\)P’ { G;,J\
g [+ | 4

: %
§N0RMA§

GOVERNANCE
PROCESS S
e
3
Cii
Wyo3>

2.
Standardization of

the biobanking processes
From consent presentation to sample shipment,
incl. personnel and equipment management

\)h‘\TY LABg, 8

"\4;
()
v

OPTIMA S

o
@RNANCE 2
PROCESS &
aMs 8

,d'\

W03

3.
Implementation of quality
assurance measures of the
overall biobanking system

s

Blog, A

SWISS BIOBANKING PLATFORM 39



QUALITY

A stepwise compliance review
To evaluate and monitor your biobank’s processes

SBP

REMOTE Labels "
_ =
@ ON-SITE Support 4 BBMRI-ERIC®
documents /._J-‘

Questionnaire Review  :oprima Labelling &M
ON-SITE
t J Directory
Annual review E-catalog

To help biobanks reach the minimal level of requirements (Governance and Quality)

SWISS BIOBANKING PLATFORM




VISIBILITY

Network

Biobanks willing to improve their quality and to share samples with
the research community

D" 95 9 D55

BBMRI-ERIC
2 “VITA : "“OPTIMA .
( Directory

13

SWISS BIOBANKING PLATFORM 34



INTEROPERABILITY

SBP Biobank Information Management System (BIMS)

A new concept

Common basis for biobank harmonization, sample documentation and
information sharing across Switzerland... but not only

SBP BIMS AIMS TO BE:
= Affordable - Cost & operations

= Adaptive - Wide variety of biobanking use-cases
= Interoperable - SBP Datasets integration
= Interconnectable - SBP sample e-catalogue (NEXT) & other

= Secured - Relying on state-of-the art tool

SWISS BIOBANKING PLATFORM 35



INTEROPERABILITY

SBP BIMS — SBP Datasets

The minimal data the biobank should document to ensure sample quality
Developed with SBP Working Groups and still evolving

To be developped
= CEN/ISO specifications DATASET SPECIFIC
" S P R EC BO (l S B E R) Minimal set of c.iata that need DATASET
= Aligned with MIABIS 3.0 o b recordd n  Hobank + RO
(B B M R |) Human Liquid —— 20 fields e.g., rare disease, sequencing,

Human Tissue —— 21 fields result analysis

Veterinary Liquid — 23 fields

ontOIOQies Veterinary Tissue —» 23 fields

Bacteria ——— > 14 fields

» ICD-IO, ICD-03, SNOMED CT

Biobank specific

The Core Datasets evaluation is

integrated in SBP VITA Label. rﬁ’p %?MEN SBP SRP

SWISS BIOBANKING PLATFORM 36



EASY-GCS - Biobanking module www.easy-gcs.ch

SWiss

clinical

trial
organisation

SWISS
BIOBANKING
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CAS in Biobanking

SBP has develop a new service to help creating bridges between Swiss biobanks,
researchers, other national research infrastructures, ethics committees and society.

Launch January 2025

MODULE 1
9 ECTS

The Basics of Biobanking
Definitions, importance, basic
concepts of their operation

Manl

&h

L4

Actors or institutions having
interest in biobanking

(e.g., PhDs, physicians, clinical
investigators, ethics committees,
patient organizations)

M1: CHF 1'000.-
Acquisition of Development of
SWISS > . .
2, UNIVERSITE BIOBANKING  ¢1.9€T ) INSTITUT fundamental praal_cal SI:(IIIS -for
4 DE cENivE  PLATFORM st cerces Y ETTYT knowledge professionalization
' — BBMRI.ch Foundation
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The crucial role of professional biobanks in advancing
scientific research
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Thank you!

Sabine Bavamian, PhD
Chief Scientific Officer
sabine.bavamian@swissbiobanking.ch

Christine Joye Sabine Bavamian Flavien Delhaes Valeria Di Cola
Executive Director Chief Scientific Officer Biobank Officer

Lou Ferraton Claudia Lagier Khalil Roy
Education Officer Quality and Sustainability Officer Marketing Officer Innovation Officer

QUALITY VISIBILITY SUSTAINABILITY INTEROPERABILITY

Louise Roy Joséphine Uldry
Designer Quality Officer



SCTO®
PLATFORMS SCTO

Don't miss out on valuable training opportunities —
subscribe to the SCTO newsletter today:

www.scto.ch/en/news/newsletter.ch

Explore and download free tools designed for the clinical

.a% research community:
of+0

www.sctoplatforms.ch



SCTO™®
BIATFORMS

End of session

Thank you for
participating!

Further questions:
Michael.Weisskopf@usz.ch
Sabine.Bavamian@swissbiobanking.ch

Verena.Golz@usb.ch

Information on
HRO lunch series 3
will follow next year -
looking forward to seeing
you again!
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