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@ 1M5

Declaration for delivering cross-border
access to genomic databases

1 million genomes accessible

in the EU by 2022

’ Linking access to existing and
@ future genomic databases across the EU

te A Providing proper scale for

research with clinical impact a




1+MG Declaration of ——
COOPeration the 1+MG Declaration singce 2018

24 countries and 5 observers

Bulgaria
Croatia

Cyprus
Czech Republic
Denmark
Estonia
Finland
Germany
Greece
Hungary
Italy

Latvia
Lithuania
Luxembourg
Malta
Netherlands
Norway
Portugal
Slovenia
Spain
Sweden

/ UK

European I
Commission




The B 1 MG prOjeCt Started 1 June 2020

Coordination and support action of the 1+MG
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WG1

WG2
WG3
WG4
WG5
WG6

WG8
WG9

1+MG Working Groups

. Organisation and governance

. ELSI aspects

. Clinical data

. Genomic Quality
. Infrastructure

. Health economics

. Rare diseases
. Cancer

WG10. Common Complex diseases

Coordination

Technical Working Groups

Use cases Working Groups

WP6.

WP2.
WP3.

WP4.
WP5.
WP1.

MG

Coordination and NMGs

ELSI aspects
Standards and guidelines

Infrastructure
Personalised Medicine adoption
Stakeholders
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1+MG Roadmap/B1MG objectives

2020
Engaging local, regional, national ... to define requirements for accessing genomics
and European stakeholders and clinical data.

2021
Translating requirements for data ... into technical specifications and implementation

quality, standards, technical guidelines.
infrastructure, and ELSI

2022

Driving adoption and supporting ... via the BIMG maturity level model and a
long-term operations methodology for economic evaluation.
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General Developments

WG1 - Coordination Group

* Alliance of 1+MG signatory countries grows Countries that have signed

: . the 1+MG Declaration since 2018
 Denmark and Belgium recently signed the _
declaration Y

Bulgaria
Croatia

Cyprus

Czech Republic
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1+MG Roadmap summary publication

« Translated the 1+MG Roadmap

adopted February 2020 into a public
brochure for the (educated) general

public

« Editorial team with input from EC,

1+MG CG and WG/WP leads

« Supported through a Digital Health

Europe Grant
« Published late Sept 2020

https://ec.europa.eu/digital-single-
market/en/news/roadmap-1million-genomes-

initiative-now-clearly-illustrated-new-brochure
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Survey on accessible genomes - ® MG

https://ec.europa.eu/eusurvey/runner/1plusMG_Survey2020

X EUEU(VOV Login | Help ~

Save a backup on your local computer (disable if you are using a public/shared computer)

1+MG - Survey on accessible genomes - July 2020

‘ Fields marked with * are mandatory. ’

You are invited to participate in this survey because according to our information or your indication of interest, your dataset may
be eligible for participation in the European 1+ Million Genomes initiative (1+MG). Views

Standard Accessibility Mode
B1. SPECIFICALLY REGARDING RARE DISEASES hn Mamher States and Nanamav tn sctahlich a crnce-hnardear
C1. CLINICAL AND PHENOTYPIC DATA (Rare di )
= 1. What was the main purpose for data collection? L
Clinical * 1. Is the clinical/phenotypic data: D1. ETHICAL AND LEGAL ISSUES (Rare diseases)
Research Centralised (collected and stored at a central location)
Another purpose (e.g. biobanking, epidemiology, surve Federated in local systems like Electronic Health Recd For your data collection, we need to know for how many subjects you observe the following:
systems
. e Data F 1 F 1 (GDPR) A 1: Under the GDPR, does the data collection have a consensual
* 2. What type of genetic data was collected? . . L . basis (i.e. specific consent following Art. 6(1)a with 9(2)a) or non-consensual basis (e.g. statutory basis such as public interest 5
@ (Please select all that apply ) -2, Plea§e Spefilfv how ?80?1 subject or Paﬂlclpanl in ‘hS‘F-‘r based on Art. 6(1)e with Art. 9(2)g,h,i or j), as implemented in your country, that would allow to contribute this data in a cross-
Whole Genome Sequencing (WGS) "I' e 1he viviabtels) of Meihods used o uniuey Jently sneh Subecledie B border initiative like the 1+MG?
Whole Exome Sequencing (WES) No o
S No, but re-consenting is possible
Clinical exome Yes
Arrays * 3. Is the phenotypic data linked to: Don't know
WGS data

2. Ethical and legal legitimacy. Can the data be used for the following purposes? (Please note that, typically, ethical clearance

* 3. What phenotypic/clinical data is available? WES data comprises either informed consent or a waiver of informed consent and approval by an ethics committee.)
© (Please select all that apply Clinical exome data
Clinical information Array data * a) The use in future (not yet defined) research projects?
Treatment Other TR
Treatment response Yes
Lifestyle (questionnaires) + 4. Data structure and format: Don't know
Social-economic status information 0. [Frecio pucor sl B sy
Free text * b) The use in healthcare for the benefit of other patients?
None of the above o the darts WS & y dox f Incependent s 10 findd the WDpropriate the I
Structured data Yes
Date fields No

* Clinical information: Don’t know
© (Please describe key content) . .
[ |




Dataset count by country

Italy

Spain
Sweden
Netherlands
Czechia
Latvia
Ireland

Lithuania We now have 49 datasets in

Germa | — 1
ermany 2 from 13 countries
Greece m—m 2

Portugal mesm 1
Hungary mesm 1

Estonla w1 Accessible Genomes Dashboard
|
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European commitment to achieve access to at least 1 million sequenced

genomes by 2022
B1MG is creating legal guidance, best practices,

recommendations and an infrastructure to achieve the goal

500+ K 50 0+ K Sequenced genomes thanks to
the contribution of 24
“1+MG proof’ Genomes “1+MG proof’ Genomes European countries to offer
cross-border data access
The Clinical data

Genome of and other — el - P e

Europe sequencing
= efforts ' = amem=—=El] —"
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Workstreams

Stakeholder portal -
creates an interface to
facilitate community
participation and
engagement,
communication and
collaboration

WP1 — Stakeholder
Engagement

M >»B1IMG

WP1 - Stakeholder

® 0 ® 3 81MG Stakeholder Portal - Stak X 4
4 (o] @ 6 sites.google.com/ebi.ac.uk/blmg-stakeholder-portal/stakeholder-groups P A0 O » =

}..

BIMG ¥ Stakeholder Groups

Stakeholder

Portal
B1MG Stakeholder Portal
Stalisholdsr Grolins @ Patient Organisations v LG Clinicians and medical specialists ~
i HTA bodies v Medicines Authorities v
c.-—_j Academics v Industry v
» ’ - e
:\ National Policy and decision y Glllll Funders v
S makers
#4%,  Research Infrastructures v m EU Joint Actions v
‘ Subscribe B1IMG stakeholder newsletter | FAQs Privacy statement Contact us

5 =t This project i Jnlon's H B
o "—"’E/\“' - under grant agreement No. 951724, Backto BIMG site
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Workstreams

WG2 & WP2 - ELSI

Provide ELSI Toolkit to:

Consolidate national
requirements, policies
and recommendations

Provide practical advice
and Model

) ¥ Documentation on ELSI
compliance over the

WP2 — ELSI Qs data life cycle in 1+MG

(

B

WP1
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WG3, WG4, WP3- Clinical & Data Quality

Workstreams

Provide standards and quality
guidelines:

Minimal requirements for:
Sample source

Bioinformatics analysis
WP3 — Standards and

Quality Guidelines The description of patient-

! specific phenotype and
clinical data - considering
national particularities, such
as clinical systems and
languages

#
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Workstreams

WG5/WP4 - Infrastructure

Technical roadmap document
about components and
infrastructure requirements
for:

Security and privacy

! WP4 — Federated secure cross-border
Interoperability standards

technical infrastructure
Map member state readiness

for adopting solutions,
including gap analysis

Test cross-border
interoperability

WP1 Ef

. <0




5> BIMG

WG6/WP5 - Healthcare Implementation and impact

Workstreams

Tools to facilitate implementation:

Maturity Level Model

Country visits for knowledge exchange - UK,
Estonia, Finland

Economic model for evaluating personalised
medicine approaches

WP5 — Personalised medicine
delivery, scientific and societal
impact

ey,
A




WG6/WP5 - Healthcare Implementation and impact

* B1MG Maturity Level Model
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,'1 Optimized Governance, strategy and investment: > >
|nsmunonalucd% = B Activities Legislation and policy: > >
| ¥y adaptable
. ' ¥ |0Ch009@$
Systems used b . . s
Established urmerskon i Workforce skills and organization: > @ >
stakeholders | _Bae
Processes i 3
and structures e
d ted and functional A . - -
o Y crmerne anaunetons Clinical infrastructure and decision tools: > @ . . n
Emerging "‘l/
Defined processes .
Vondstmcmres Data standards and infrastructure: > >
Nascent | "
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Genomic standards and infrastructure: > >
fm.' nttps wWaww. measureev aluation. org/resources/ tools health-information-systems-
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Public awareness and acceptance: @ NN
.

Progress towards maturity




Workstreams

Project management o & O
o A National Mirror : ®
Governance Groups P
Sustainability ® ®
- A @ A
4

® WP6 — Coordination
Office




Workstreams

WG7 — Industry
involvement

CITIZENS
TRUST WG9 —{Cancer

Personalised medicine a reality
across Europe

WG11 — Infectious diseases ‘ ‘ WG8 /- Rare Diseases

COVIQ-19 ‘

. WG10 — Commgon comp

lex




<4 B1MG has received funding from
the European Union’s Horizon
2020 Research and Innovation
programme under grant

CEVUCEP one Million Genomes agreement No 951724
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