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The Swedish landscape

 Total population; 10 487 859

« We have 7 universities with a medical faculty and 21 regions
(of which 7 have university hospitals), each being their own
principal

» Together, they have nearly 200 biobanks containing over 150
million samples and approximately 3—4 million samples are
added each year

* The universities and the healthcare sector collaborate on
biobanking of research samples, which means that samples
for research often, but not always, are stored in the regions
biobanks with a university hospital.

« Sweden’s 21 regions are divided into six healthcare regions
within which there is extended collaboration and joint
functions — for biobanks, the Regional Biobank Centre (RBC)




Sample collections

« About 90% of all stored samples are stored in the regions’ biobanks. There are
sample collections stored from the early 1900s, but it was not until the mid-1960s
that samples began to be collected to a greater extent.

« Approximately

* 95 % for the purpose care, diagnostics and treatment.

+ Clinical pathology and cytology (approximately 90 %), followed by clinical microbiology, the
PKU biobank and clinical genetics, immunology, and chemistry (approximately 5 % in total).
The samples are also valuable in research and clinical trials.

» 5 % for research (collections for specific academic studies, for larger
prospective collections, or for clinical trials)



Examples of sample collections/cohorts for research

Health cohorts

Northern Sweden Health and Disease Study
(71985-, over 135 000 individer), EpiHealth,
Lifegene, Twingene (del av tvillingregistret),
Malmo Forebyggande Medicin (1974-1991),
Malmo Kost Cancer (1997-),

Malmo Offspring Study (barn och barnbarn)

Cancer

U-CAN (ca 17 000 individer), BIG-3,
SCAN-B, 4D, Vatskebaserad cytologi,
KARMA, Sthim-2 & Sthim-3 kohorterna
(ca 90 000 individer)

Diabetes

ANDIU/ANDIS, ABIS, DIAVIP, DiPiS, MEDIM,
Skaraborgsprojektet, TEDDY (ca 8500
individer), 4D

Cardiovascular diseases

Swedeheart biobank, Swedish
CArdioPulmonary biolmage Study (SCAPIS)
(ca 30 000 individer), BIG-3, 4D

Covid-19
Home | The Swedish COVID-19 Sample
Collection Database (covid19dataportal.se)



https://biobanks.covid19dataportal.se/

Information about samples

Information about samples collected for The regions are in the process of establishing a joint
_ _ register for traceability of stored samples, called the
. heglthcare purposes is sto_red in the Svenska Biobanksregistret (SBR).
regions Laboratory Information System
(LIS). The LIS information is a part of a A subset of the information in LIS’es will be copied to
patient’s medical record. SBR
* research purposes can be stored in the SBR is under construction, an initial version was
laboratory information management system launched in the fall of 2021.

(LIMS). LIMS exist at university
hospital/university and in some healthcare
regions.



Registers with health data — of interest for research

In Sweden, we have many reliable registers Information about registers

that can be used for research. One  The Swedish Research Council has
important key factor is that we maintain  compiled information about different
population-based registers with personal registers, current legislation, and how data

data via our Personal number system. for research is requested. The information
is aimed at researchers who want to use

The registers could be divided into data from registers in their studies. For

- national authority registers more information, see

- quality registers in healthcare www.registerforskning.se

- biobanks

- researcher-generated data.


http://www.registerforskning.se/

Regulations

Biobank in Medical Care Act (2002:297)

Ethical Review Act (2003:460)

Public Access to Information and Secrecy Act (2009:400)
Patient Data Act (2008:355)

General Data Protection Regulation, GDPR (2016/679

EU regulation on clinical trials on medicinal products for
human use (EU No 536/2014)



What is
Biobank
Sweden?

Biobank Sweden is a national
infrastructure for biobanking where
healthcare, academia, industry and
patient organisations collaborate to
attain good healthcare and
research.




History in short

* In the 2000s — Increased interest for » 2013 — Sweden becomes a member of the  Biobank Sweden receives a grant from VR
biobank research. European research infrastructure for as an infrastructure of national interest
) 5 L biobanking, BBMRI-ERIC. BBMRI.se is the (2017-2024).
* 2003 - Biobanks in Medical Care Act. The S eode.

County Councils (in called “Regions”) * 2018 — Biobank Sweden (RBC) cooperates

decides on a uniform implementation. * 2016 — NBR is national coordinators in the Medical Products Agency and the

“Landstingens biobanksprojekt.” spreading healthcare-integrated biobanking Ethical Review Authority regarding
together with RBC, BBS and biobanks. implementation of the EU regulation for

» 2005 — The National Biobank Council

(NBR T SVounded by the Regiohs and Grant from SWElife/Vinnova. clinical trials. Biobank Sweden receives

funds from Vinnova to develop an IT-system

universities with medical faculty to manage <2017 — Biobank Sweden is founded. An (2021).
and implement the act and to facilitate Agreement is established between the
collaboration. Regions and universities with medical * 2020 - Biobank Sweden was
. y : faculties regarding an enhanced collabo- commissioned by the Regions to develop
N'ew functions were estaphshed, Regional ration to support biobank infrastructure for  the Svenska biobanksregistret (SBR). A
Blopank Cent.res (RBC) |n'each healthcare healthcare, academia and industry. new IT unit (Biobank Sverige IT) was
region, and biobank coordinators established in Region Uppsala.
(biobankssamordnare, BBS) as a local Organizations from the life science industry
entry point in each region. join the Agreement * 2021 — Grant from VR to facilitate
: Lékemedelsindustriféreningen (LIF), Swedish biobanking on covid 19 samples for
* 2010 — BBMRI.se, a Swedish research Medtech, Swedish Labtech and SwedenbBio. research $ 1

infrastructure for biobanking and analyses
of biological samples, is established with The NBR and BBMRI.se are both parts of «2022 — Nordic Biobank Conference ....
grants from the Swedish Research Council  Biobank Sweden. Biobank Sweden is the

VR). Swedish node of BBMRI-ERIC.




The assignment includes

* To facilitate the application of the Biobank Act by maintaining and
developing common routines for, among other things, information, consent
and access to biobank samples in accordance with applicable laws. o D .

* To facilitate, with current legislation, that samples is made available for

healthcare, research and development with regard to the integrity of the :
individual sample donor.

+ To standardize, harmonise and continuously develop biobanki
infrastructure and collection of biological samples.

* To work in close contact with relevant authorltles such as the

Products Agency and the SOC|aI Care Inspectorate (IVO).

* To collaborate with sister organizations that works with related |ssues
as Genomics Medicine Sweden (GMS), ATMP Sweden,
Registerforskning.se and Clinical Studies Sweden



Funding

Biobank Sweden is funded by

) ~ » The regions
FOR SVERICGE
= LFIBEN. -

* The universities

* The Swedish Research Council
(VR)

* Vinnova

» The Swedish Association of Local
Authorities and Regions (SKR)




Organisation

National Steering Commitees Scientific Advisory Board

National Advisory Board
National Advisory Board Coordination Group

|
Regulatory biobank service (WG1) Operative biobank service (WG2) IT-projects (WG4)

Sweden has the support 6‘he Swedish Association of Local Authorities.




The infrastructure shall support

Regulatory and operative advice and support for sample collection and withdrawal

Prospective Prospective Access to existing Access to existing Access to existing
collection of collection of healthcare healthcare research samples
blood/fluid and tissue and samples samples (tissue) (all types) and
associated data associated data (blood/fluid) and and associated associated data
associated data

IT structures in order to be able to store, locate and apply for access to samples




National
documents

* Templates

* |Instructions

* Information materials

* Steering documents

Education, law,
ethics

* E-learnings, educational material

* Legal working group



a@\?‘%gé Om biobanker  Biobankslagen = Samtycke provibiobank  Forskning pa biobanksprov v Arbete med biobanksprov  Dokument

Aktuellt Biobank S

Reviderade nationella m

biobanksansékan

National webb

 Biobanksverige.se (public, research, staff
in health care)

Forskningspolitiska dage

Nordic Biobank Kliniska provningar pa

fingervisning om vérdet.

Conference = biobanksprov =

Natverka och ta del av aktuella Ta del av aktuell information och

Forslag till ny biobanksla

Se al heter

trender p& Nordens stérsta blanketter for att anséka om prov

biobankskonferens. Anmal dig idag! for kliniska provningar.

* Documents

. BIOBANK
FORSKARPORTRATT SVE R I G E

* Information EN INBLICK | FORSKARVARLDEN
Vill du veta mer om forskning pa biobanksprov? Har kommer vi varje ménagy
. publicera en intervju med nagra av alla forskare runt om i Sverige som anvéng
° I n Stru Ctl o n S prov frén biobanker i sin forskning.

Ar prov som tas i varden en allméin
handling?

Fragan om prov som tas i varden &r en allmdn handling som kan

* Portraits

Lldmnas ut, is for en
ofta.

ganska

* FAQ

Biobank Sverige far 10 miljoner for
samordning av covid-19-prov

Sophia Pagil, Biobank Sveriges jurist reder ut begreppen:

En handling dr en “framstéllning i skrift eller bild samt en

* News

upptagning som endast med tekniska hjalpmedel kan ldsas eller

ill prov kopplade tll

Roger Olofsson Bagge: Patientndra studier for béttre
behandlii

ill covi
Aren 2020 - 2021. En nati

Prov med koppling il sukdomen covid-19 som samlas
i virden ar viktiga for den enskilde patientens vird
och behandling men iven for kvalitesikring, metod-
urveckling och forskning, Behovet av vilgrundad covid-
19-forskning i sor for ar oka forsticlsen kring hur
sukdomen ska kunna 4 Dt

- Anslaget mijliggie en geografiske spridd biobankning
med proviyper av olika slag. De regioner som viljer arc

delta fir ersiuning for kostader for prov som tagits och
Kommer att tas frin patienter med mjli eller bekeifiad
covid-19. Dessa prov kan tillgingliggiras for patientens
vird same for framiida forskning efeer godkind etikanss>

behtvs ocksi kunskap om hur eventuella foljdsjukdomar
kan uppickas och behandlas

kan, berirar Elisabeth Norn,

Den nationells arbetsgruppen har arbetat fram rekom:

Samliga 21 reg projekice “Natio-
1 P 3

igen av covid-19-prov. Flera

instanser har fice majlighet are limna synpunker pi

el samordy Jaterad

bland annat

Svenska vensk Forening for
i och forskare.

"Mgn] “om Bioba i avlyssnas eller uppfattas p& annat satt” (2 kap. 3§

Tryckfrihetsférordningen). En handling anses vara allman om den
férvaras hos en myndighet och anses som inkommen eller
uppréattad hos en myndighet (2 kap. 48 Tryckfrihetsférordningen).

Prov tagna inom varden kan inte anses vara handlingar i
Tryckfrihetsférordningens mening, vilket dven Regeringsratten
(numera Hogsta Forvaltningsdomstolen) slog fast i avgérandet
RA 1994 not.465.




Regulatory and -
operative biobank -

Umea Biobanksfacilitet

service '
( ]
» Biobank coordinators (BBS) — region
[ ]
L ]
. . » . Uppsala Biobank
 Operative biobank service — region @ -
Orebro Biobank ® Stockholm Medicinska Biobank
® () }KIBiohank
« Extended operative biobank service and Sample 'ﬁ;g{(;‘;f;:f:rg‘ggf;fggg°’”
Service Coordinators — university region and » 0 L e Siokhus
university with medical faculty s & | Operativt st6d
. . ® Regionala biobankscentrum (RBC)
. . . ® Regulatoriskt stod
- Regional Biobank Centre (RBC) — health care region oo
) ® Biobankssamordnare

Operativt och regulatoriskt stod

Region Skane
Biobank




Sjukvardsintegrerad biobankning (SIB)
Totalt 31 sjukhus, maj 2021 ® sndery

. Umed

Health care integrated

och inkluderar samtliga: - automation (robot),

] ] LIMS och e-remisser.
b I o ba n kl n — 3 1 Sjukvardsintegrerad biobankning infrd men
saknar en eller flera av foljande: - automation (robot),
LIMS och e-remisser.

u
Gévle
h os p Ita Is flm ® Arbetar med inforandet eller planerar att

lndesberg @ Uppsala infora sjukvardsintegrerad biobankning.
@ Vdsterds 4 Stockholm
Karlstad 'eg"
g Eskilstuna
Skovde Norrkdping
. 4
Trollhdttan Linképing
Goteborg Jonkdping
Bords
Véxjo Kalmar
Kristianstad
Helsingborg Karlskrona

Lund
Malmd




Svenska biobanksregistret (SBR)

‘%\?&ﬁgé om bi i provibiobank  Forskning pa biobanksprov v Arbete med biobanksprov  Dokument  Frigorochsvar  Omoss

The regions' common IT system to be
able to make the regions' collected Svenska biobanksregistret (SBR)
biobank Samples and data about them Det Svenska biobanksregistret (SBR) ar regionernas gemensamma IT-system och innehaller sokbar information om biobanksprov. Sedan 2021 har

Sveriges regioner ansvarat for utveckling, drift och forvaltning av systemet.

searchable. :

Aim - to find samples for the purposes
of changed consent, patient care, and Aktuellt
research and clinical trials.

Hanna Fransson , prod uct owner Drift SBR Information och uthildning
Vi har fér narvarande inga driftstérningar
Save the date utbildningstillfallen
samtyckeshantering

osi//biobanksverige se

SBR - Svenska biobanksreqistret -
biobanksverige.se



https://biobanksverige.se/sbr/

e
Other worK in progress

« Implementation to

2gulation on clinical
trials for pharmy als and medical devices
(poster Hanna Schiérbeck, Camilla Hildesjo,
Elin Stenfeldt, Jenrigb'rkstrém )

iq ii-based samples and

A

* Facilitate access t
tissue samples

o)

*Increase the influence of patients and relatives
together with GMS and ATMP Sweden



A new Biobank Act

A new Biobank Act is suggested to
enter into force on 1 July 2023.

The government's decision will be made
in autumn 2022.

The regions are preparing to give
Biobank Sweden an assignment to lead
a joint national Biobank project with the
aim of achieving national coordination
and uniform implementation of the new
Biobank Act

Regeringens proposition
2021/22:257

En ny biobankslag

by

B
k]

Prop.
2021/22:257

Regeringen dverlimnar denna proposition till riksdagen.

Stockholm den 9 juni 2022

Magdalena Andersson

Lena Hallengren
(Socialdepartementet)

Propositionens huvudsakliga innehall

I propositionen foresldr regeringen att en ny biobankslag ska ersitta den
nuvarande lagen (2002:297) om biobanker i hilso- och sjukvirden m.m.
Aven den nya lagen ska reglera hur identifierbart humanbiologiskt
material, s& kallade prover, med respekt for den enskilda minniskans
integritet for vissa dndamal ska fi samlas in till och bevaras i en biobank
och anviindas.

Den nya biobankslagen har ett utdkat tillimpningsomride genom att
dess bestimmelser ska tillimpas direkt pd identifierbara prover som
samlas in till och bevaras i en biobank eller anvinds for vard, forskning
eller produktframstillning, eller for utbildning, kvalitetssiikring eller ut-
vecklingsarbete inom ramen for sddana verksamheter. Avvikande bestim-
melser i annan lag ska inte lingre ha generellt foretride framfor den nya
lagen. Systemet med primir- och sekundirbiobanker tas bort.

Samtycke till att samla in, bevara eller anviinda prover for provgivarens
vard eller behandling ska inte kriivas om provgivaren har samtyckt till vard



Tack!

» Webbplats biobanksverige.se

» Sociala medier; Twitter @BiobankSverige och
LinkedIn Biobank Sverige

* Youtube Biobank Sverige

» E-post info@biobanksverige.se



https://biobanksverige.se/
https://www.linkedin.com/company/biobank-sverige/?viewAsMember=true
https://youtube.com/channel/UCOfn3sbivYUvbY7ipltMuMw
mailto:info@biobanksverige.se
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