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LUNCH - afternoon COFFEE BREAK

At noon:

Special meals for some of you:

9 Vegetarian meals (red signs)

2 Gluten-free meals (you have to ask to the caterer and they will give your special plates) and one pork-free

Coffee break this afternoon at 3:00 pm.

We will try to respect these timing / we will rely on the moderators for that specific tasks.

WIFI

You have individual WIFI password otherwise from those of you who are from other universities you have
“eduoram” that is universal.
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COVID restrictions:

* You have seen that we have NO specific COVID restrictions nowadays but we will clean the microphones
between two speakers; we can use alcoholic solutions as much as we want and regularly mostly before
lunch & coffee break; we have masks at your convenience if you want.

For Questions & Answers:

* We need to talk loudly or the moderator needs to repeat the questions in the microphone as we will have
persons present at the GA DIGITALLY.

* We ask the moderators to also check the meeting chat for questions during their sessions

Photo

* We will take a group photo before lunch in the Faculty of Medicine.
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THE EUROPEAN

Collaborative community |_ | Q U | D B |‘||”|'DSY

e founded in the course of 2019 SOCIETY

* international public-private partnership

e firmly based in Europe with members from
America and Asia

e 72 current members from academia (44) and
industry (29)

* ELBS— “The Legacy” (EU/IMI Factsheet 05/2022)

Vision
Foster the translation of liquid biopsy from

research and discovery purposes to routine clinical
practice.

ELBS is a Founding Member of the International Liquid Biopsy
Standardization Alliance (ILSA) coordinated by the Foundation of the
National Institute of Health (NIH), USA (Coordination: Dana Connors)

White Paper: Connors et al., Crit. Rev. Hematol. Oncol. 2020 )
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Austria

* Medical University of Graz

* Medical University of Vienna

e Austrian Institute of Technology

Belgium
*  Ghent University
* Katholieke Universiteit Leuven

Denmark
*  University Aarhus
* Zealand University, Roskilde

France

* Institut Curie

* Institute Gustave Roussy

*  University of Paris

* University of Rennes

* Oncopole of Toulouse

*  Pasteur Hospital, University Cote d’Azur
* Cancerople Est

*  Université de Montpellier

Germany

*  University Hospital Hamburg Eppendorf
*  University Clinic Duesseldorf

*  University Clinic Essen

*  Universtitditsmedizin Mannheim

*  University Clinic of Schleswig Holstein

* Hahn-Schickard-Ges. f. angew. Forschung
*  MGZ Munic

*  Technical University Dresden

Greece

*  University of Athens

*  University of Patras

* University General Hospital of Heraklion/
*  University of Crete

Japan
*  Kyushu University Beppu Hospital

Italy
* Instituto Oncologico Veneto
* Regina Elena National Cancer Institute

Luxembourg
*  Luxembourg Institute of Health

Netherlands

* Netherlands Cancer Institute

*  University of Twente

*  University Medical Center Utrecht

University Medical Center Rotterdam
University of Groningen

Norway

Oslo University Hospital
Stavanger University Hospital
Haukeland University Hospital

Spain

Health Research Institute of Santiago de
Compostela

Centro de Investigacion Biomédica en
Red, CIBER

Sweden

University of Gothenburg

Portugal

UK

Ipatimup- University of Porto
Champalimaud Centre

National Institute for Biological Standards
and Control (NIBSC)
Queen Mary University of London

5
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09:00-17:30 General Assembly of the European Liquid Biopsy Society
09:00 —09:45 Welcome coffee and networking
5 Catherine Alix-Panabiéres & Klaus Pantel
09:45 - 10:00 =
o e Welcome presentation and agenda introduction
= Claudia Koch (ELBS Project Manager)
10:00 - 10:15
e The ELBS website and logo
10:15 — 10:55 Dissel"ninat'ion & Ed}J\cation WG
= Leads: Catherine Alix-Panabieres & Paul Hofman
10:15 — 1035 = Catherine AI|x-Panab|er'efs & Paul Hofman
3 e Updates on the activities of 2022 & Next steps
>S5
10:35-10:55 go Discussion and feedback from the network
10:55 — 11:35 & Clinical WG
} } ‘g Leads: Jean-Yves Pierga, Claus Lindbjerg Andersen, Nikolas von Bubnoff, Christoffer Gebhardt
; - .
10:55 — 11:15 I Jean-Yves Pierga & CIau.s .A.ndersen
@ e Updates on the activities of 2022 & Next steps
(WN]
11:15-11:35 2 Discussion and feedback from the network
S Regulatory WG
11:35 — 12:00 3 =R
o Lead: Klaus Pantel
© Klaus Pantel
11:35-11:45 =
= e Updates on the activities of 2022 & Next steps
11:45-12:00 Discussion and feedback from the network

12:00 -13:00 Networking lunch
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12:00 - 13:00 Networking lunch

13:00 - 14:30 Technology WGs
[C) Evi Liani Nikol klei
1300 — 13:20 g vi Lianidou & Nikolas Stoec ‘e-lr.r ‘
= e CTCs: Updates on the activities in 2021/22 & Next steps
S
o
13:20-13:40 o Discussion and feedback from the network
.§
o
13:40 — 14:00 i Ellen Heitzer, Ed Schuuring, Patrizio Giacomini, Michael Speicher
' ' E e ctDNA: Updates on the activities in 2021/22 & Next steps
s
14:00 - 14:20 1 Discussion and feedback from the network
o)
O
14:20 — 14:40 _‘g An Hendrix-, Rienk Nieuwland, FrarTz Ricklefs
S e  Founding of the EV subgroup: ideas and plans
14:40 - 15:00 Discussion and feedback from the network

15:00 - 15:30 Networking Coffee



THE EUROPEAN

LIQUID BIdiPSY

SOCIETY

Introduction of new members

15:00 - 15:30

15:30 - 16:15

Brief introduction of new ELBS members (2022)

Networking Coffee

Moderation: Catherine Alix-Panabiéres, Klaus Pantel

Volition (Belgium)
MGZ Miinchen (Germany)
KU Leuven (Belgium)
Merck (Germany)

AIT Austrian Institute of Technology (Austria)
University Medical Center Schleswig-Holstein (Germany)
CIBER Consortium (Spain)

Nonacus (UK)

University of Crete (Greece)
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Stefan Werner (University Medical Center Hamburg-Eppendorf, Department of Tumor Biology)

16:15-16:30 %)

_5 e  PROLIPSY: Early detection of prostate cancer

[c

[

v Valérie Taly (CNRS/INSERM/Université Paris Cité, centre de recherche des Cordeliers. Paris. as well as

(]
16:30 — 16:45 a METHYS Dx)

_§ e Met-ddPCR for cancer patient follow-up in liquid biopsy

o

S

~ Klaus Pantel (University Medical Center Hamburg-Eppendorf, Department of Tumor Biology)
16:45 -17:00 =

g e  PANCAID: Early detection of pancreatic cancer

o)

©

g Christa Nohammer (AIT Austrian Institute of Technology GmbH, Molecular Diagnostics Unit)
17:00-17:15 e Call for collaboration within Horizon Europe and IHI: Your patients and clinical needs, our multi-omics

liquid biopsy expertise

17:15-17:30 Conclusion and closing remarks - Klaus Pantel

We hope you enjoy an informative, interactive and fruitful meeting!
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General Assembly of the European Liquid Biopsy Society (ELBS)

28th of October 2022

“The ELBS Logo and Website”

Claudia Koch

(ELBS Project Manager)
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ELBS Website:

* Functional and sufficient at the beginning - not very visually appealing
* More modern and increase possibility for interaction and information
* May 2022: tackle the redesign of the website with a marketing and graphic design professional (Detlev Riller)

— in this process: ELBS Logo became additional topic of interest

20 STYLISH

THE EUROPEAN

LIQUID BIdiPSY O&\ ART LEZO

‘choice of font with visual quotations’
fromthe ‘golden 20s’ (Art Nouveau | Art Deco)

Is the choice of a backward-connoted font the desired for a future oriented network, its technologies and processes?
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Brand Values
DNA and the corporate & brand
feeling.

Development of a value-canon.
Corporate values define the core of
the self-understanding of an
organization. They have function of
orientation and serve as “guidelines
for action” in all areas. Values can
serve as a basis for strategic
decisions and as the basis for
guality management.

UNIQUE
PROFILE

~

expertise

network

dynamic
translational
multifaceted

/

Wetlab Science, experiments not only guidelines
largest private partnership consortium
independent | neutral
european mark of quality
together, not against each other

blood and other liquid biopsy
high diversity
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Doesthe currentvisual brand emit therightsignals and connotations to the outer world that correspond
tothe ELBSvalue-canon?

Unique Profile: Expertise — dynamic — translational — network — multifaceted

We came to the conclusion that the ELBS logo with the chosen , art deco font” refers to the past and does
not appropriately indicate a future-oriented society or network!

* SIGNIFICANT, therefore more memorable.

SIMPLE, therefore betternotability. '

DISTINGUISHABLE, thereby better differentiation from competitors.

UNCOMPLEX, therefore better identifiability.
Tothink , It looksnice”is not an evaluation criterion!

LONG-LASTING (low half-life), does not follow current visual trends.
The brand must fit semantically and formally!
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Visual element — red blood drop:

e ,Red drop of blood” is already used by other initiatives and societies - distinction required to avoid confusion

e Color red is a color with the connotation “Warning” and “Danger” — desire a positive connotation

e ELBS not only focussed on blood (approx. 90%) but also other body liquids (approx. 10%). This is likely to increase in
the future. Therefore a “red blood drop” is not a fitting visual symbol.

e ELBS is more than “only a drop of blood” - representation of our multifaceted approach. ELBS is a consortium that

drives these new diagnostic concepts, bringing together experts of the field to achieve translation into everyday
clinical practice.

ELBS is a dynamic consortium for all liquid biopsy approaches and stands for:

Value canon: expertise | translational | dynamic | network | multifaceted

—> Both logo and website should represent our values
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e Very well developed font family.
e \ery wellcut font.
eBalanced and harmonious cut.

e Stable’and sufficient ,body‘and ,substance’

e modern and timeless (durable)

EUROPEAN

LIQUID BIOPSY
SOCIETY

current font

THE EUROPEAN

LIQUID BI€IPSY

SOCIETY

- S

fluid’, liquid‘ graphic element.

17
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New ELBS logo:

* Looked through > 50 potential new designs

* Narrowed down to 3 candidates and shared these amongst the ELBS WG leads

ELBS

CONNOTATIONS: DROP | CONSORTIUM | TRANSLATIONAL | DYNAMIC | NETWORK | MULTIFACETED | ICONIC | DISTINCTIVE (HEXAGON)
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Outer shape inspired by formula

EUROPEAN _— f
Color scheme and connotation o

LIQUID BIOPSY the triad consortium

SOCIETY RESEARCH | dynamic | innovativ

INDUSTRY | technical | processue

CLINIC | care | healing

EUROPEAN

LIQUID BIOPSY E LBS Supergraphical element
SOCIETY |

O

RESEARCH FOR CLINICAL IMPLEMENTATION

CONNOTATIONS: DROP | CONSORTIUM | TRANSLATIONAL | DYNAMIC | NETWORK | MULTIFACETED | ICONIC | DISTINCTIVE (HEXAGON)
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CONNOTATIONS: DROP | CONSORTIUM | TRANSLATIONAL | DYNAMIC | NETWORK | MULTIFACETED | ICONIC | DISTINCTIVE (HEXAGON)
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RESEARCH FOR CLINICAL IMPLEMENTATION
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Improvements and new features: —

U ELBS EUROPEAN LIQUID BIOPSY SOCIETY
* While still hosted by the UKE as our legal entity,
ELBS now visually stands alone on the website

e Clear communication of our vision, mission, and RESEARCH FOR CLINICAL IMPLEMENTATION R
strategy —
* C(Clean and modern site - » » W \"
7, o
* Improved menu structure - u A
* Member area (downloads, zoom links, agendas, ' ’ ‘- |

-‘r 1

meeting information, minutes etc.) |
-

Member Area

www.uke.de/elbs/login

User: ELBS

Password: elbs2022#

22
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MEMBER-AREA

Back to the =3 ELBS Website

U ELBS ELBS | MEMBER AREA
Open elements:
Agendas MEMBER AREA H 1
e * Various areas are still “under
Protocols > AGENDAS construction” (e.g. WGs, video
Zoomlinks for Meetings Mo element by ELBS chair, Klaus
Downloads —» PROTOCOLS
Pantel)
—» ZOOMLINKS FOR MEETINGS

— DOWNLOADS

* Network partners: need to be
completed — call to action

=) back to ELBS

Member Area

User: ELBS
Password: elbs2022#

23


http://www.elbs.eu/

() ELBS

EUROPEAN LIQUID BIOPSY SOCIETY

ACTUAL MEMBERS

173 273

INDUSTRY ACADEMIC
PARTNERS PARTNERS

GLOBAL PARTNERS

EUROPEAN PARTNERS

WORKING GROUPS

ORGANIZATION TEAM
<2,
= o
=
[ =
=
<=

RESE PRS-

CHAIRMAN | ELBS

Prof. Dr. med. Klaus Pantel
Director of the institute

Center for Experimental Medicine
Institute of Tumor Biology

pantel@uke.de
+49 (0) 40 7410 — 53503

PROJECT MANAGER | ELBS

Dr. Claudia Koch

Center for Experimental Medicine
Institute of Tumor Biology

c.koch@uke.de
+49 (0) 40 7410 — 53503

www.elbs.eu | Linked[[

DISSEMINATION
& EDUCATION

MEET 2 TIMES A YEAR

CLINICAL
MEET 2 TIMES A YEAR

TECHNOLOGY CTC wWORK GROUP
MEET 4 TIMES A YEAR
ctDNA woORK GROUP
EV WORK GROUP

MEET 2 TIMES A YEAR

REGULATORY o


http://www.elbs.eu/
http://www.linkedin.com/in/european-liquid-biopsy-society-elbs-a943bb126/
mailto:c.koch@uke.de?subject=ELBS
mailto:pantel@uke.de%20%20?subject=ELBS
http://www.elbs.eu/
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- Thank you to Detlev Riller and Robert Thom -

Thank you for your attention and a great ELBS GA 2022!
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ELBS General Assembly |October 28™ 2022
Montpellier

6 Updates on the ELBS activities in 2022

Catherine Alix-Panabiéeres & Paul Hofman
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Workshops for EDUCATION

Academy
Courses and Trainings on expert sites for : Industry

6 Joint effort in bringing the liquid biopsy training school in Aarhus (program,

targeted audience, call for applications) — March 28 — 30 2022

Catherine Alix-Panabiéeres & Paul Hofman
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Invitation to the training school for detection and analysis of circulating
tumor DNA (ctDNA) and circulating tumor cells (CTC).

il Funded by
S EDS': - the European Union

Science Fund
of the Republic of Serbia

The COST Action CA17118 (TRANSCOLONCAN), Tracepigen, the DCCC Nation Research Center for
ctDNA guided cancer, and the European Liquid Biopsy Society invite you to apply for participation
in the training school for detection and analysis of circulating tumor DNA (ctDNA) and circulating
tumor cells (CTC).

TRACEPIGEN

THE EUROPEAN

LIQUID BIdiPSY

The training school will take place at Aarhus University Hospital in Denmark on March 28-30
2022.

SOCIETY

The training school has room for 30 participants. The seats are filled based on the applications
after registration deadline. Accommodation is covered by the training school and it is possible to
apply for covering of travel costs.

B ¢ O
ForskningsCenter

Krzftens Bekampelse

Please register via this link: https://ibenkongsfelt.wufoo.com/forms/mfkm9vo0admxaw/

Registration deadline 20 January 2022.

/ 7/ midt

egionmidtjylland

AARHUS UN]VERS]TY Aarhus Universitetshospital

If you have any questions regarding the training school, please contact scientific coordinator for
the DCCC Nation Research Center for ctDNA guided cancer, Iben Kongsfelt at: ibenbk@clin.au.dk

Claus Andersen — Lars Dyrskjot
Klaus Pantel — Nick Stoecklein — Catherine Alix-Panabiéres

Plus co-organizers from Spain, Serbia etc... Catherine Alix-Panabiéres & Paul Hofman



Circulating Tumor Cells and ctDNA _ TEACHING LESSONS

At the University of Aarhus

/v

AARHUS UNIVERSITET]

L. b - I
MARCH 28-30 2022
DENMARK

A FULL ROOM of attendees....

-~ S Funded by
i e the European Union

Science Fund
of the Republic of Serbia

()
TRACEPIGEN

| LiOUID BIdPSY

e e

Kraftens Bekempelse

midt

AARHUS UNIVERSITY

. . sy c N\ ~ L -
At the University.of AarRUS:

X v
4 o i AARHUS UNIVERSITET]
go'éi Qm!w "j i p
R = Ol T™ L e
@ \ MARCH 28-30 2022
DENMARK ‘
Biology of CTCs

CTC technologies

Clinical relevance

o
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UNIVERSITE ...
COTED’AZUR -

Pr P Hofman, MD, PhD
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—Rertorcete

= URGENT NEED

=  Standardization of the molecular analyses

= Safety for patients
= Reproducibility

=  Exchangeability among European institutions
=  Efficacy of treatments for all patients

- 9Q
-
-

European
Society of
Pathology
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https://www.uems.eu/

THE EUROPEAN

LIQUID Bl
SOCIETY ‘m-,-‘. European

Society of 1
Pathology

SHOEC]
FACR = European Society of Pathology (ESP)
fonBancee Hesebieh =  QOrganization of European Cancer Institutes (OECI)
%P =  European Association for Cancer Research
Ty g e = Association for Molecular Pathology, USA
G&ﬂeeﬁ(]enter
=  MD Anderson Cancer Center, USA
fUlysseus - - :
= Ulysseus European University hitps.//ulysseus.eu/
.:‘. ,
R =  FHU OncoAge https://www.oncoage.org/
R ae = The European Liquid Biopsy Society

THE EUROPEAN

LIQUID BIIPSY

SOCIETY


https://ulysseus.eu/
https://www.oncoage.org/

THE EUROPEAN

LIQUID BIIPSY Current steering Committee
o MSc EMMP

Marius llié & Paul Hofman

. Université Cote d’'Azur, Nice, France
Gerald Hoefler

= Director ESP WG Molecular Pathology, Pathology, University of Graz, Austria
Falko Fend

= Pathology, TUbingen University, Germany
Michael Hummel

. German Molecular Pathology Initiative, Path, University of Berlin, Germany
Ed Schuuring

. Molecular Pathology, University of Groningen, The Netherlands
Henrique Rui and Fernando Schmitt

. Pathology, University of Porto, Portugal
Pedro L. Fernandez

. Pathology, Autonomous University of Barcelona, Spain
Andrze] MarszaleK

= Pathology, Poznan University, Poland
Serena Bonin

= Molecular Histopathology Lab, University of Trieste, Italy
Matteo Fassan

= Pathology, University Padova, ltaly
Giorgio Stanta

. Chair of Biobanking and Molecular Pathobiology WG OECI, Italy
Ambrogio Fassina

= Chair of Pathology Committee of UEMS and University of Padova, ltaly
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- 1st Year

MODULE 1. Molecular Biology and Genetics (1 week)

15.
16.

17.
18.
19.

Infroduction and objectives of the diploma

Molecular structure of DNA, DNA transcription and protein translation
The processes of carcinogenesis and DNA damage and repair
mechanisms

The key cellular and molecular processes affected in tumor development
Key proteins and pathways regulating cell proliferation and cell death
A broader concept of malignancy and its environment

Processes involved in invasion and metastasis

Oncogenes and tumor suppressor genes

Cell cycle and cancer

Polymorphisms, mutations and Copy Number Alterations

Inter and intra-tumor heterogeneity

Mitochondrial DNA

Modes of inheritance

Hereditary autosomal dominant and recessive diseases, multi genetic
heredity

Genetic diseases and cancer

Epigenetic regulation of cancer. Epigenetic modification of DNA and
histones

Genomic imprinting

Cancer epigenetics and human diseases

Environment and the epigenome

MODULE 2. Transcriptomics (2,5 days)

Transcription of genes. Expression regulation

Messenger RNA: structure, maturation and degradation
MicroRNAs expression and action

Long non-coding RNA expression and action

Gene expression profiling: the search for candidate
Genes involved in pathogenesis

AN O o

MODULE 3. Proteomics (2,5 days)

1. Structure and metabolism of proteins

2.  Modification of proteins: phosphorylation, glycosylation
3.  mMRNA franslation and post-translational regulation

4.  Signal transduction
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2"9 Year

MODULE 10. Accreditation and Biobanking (3 days)

ISO/CEN taandardization all lidelines

MODULE 7. Immunopalliology 12 aCIYS)

o~ 0=

Innate and adaptive immunity

Anti-tumor immunity cycle

Biological principles of immunotherapy

Sensitivity and resistance mechanisms for immunotherapy
MSI status in immuno-oncology

MODULE 8. Quality controls and regulation (1 day)

1.

2.
3.
4

IVDR regulation

GDPR regulation

EQA programs

Impact of the pre-analytical variables in biopathology research

MODULE 9. Digital Pathology, Bioinformatics and Al (3 days)

1.

A A

Overview. Definitions.

Database resources

Biological databases and information systems
Data analysis

Al and pathology

The ethical and legislative framework in which research is undertaken
Biological material collection and preservation

Preparation of cellular and tissue samples for molecular analyses
Quality Management in Biobanks

Pre analytical phase indicators. Impact on sample quality in Molecular
Pathology

MODULE 11. Research Methods (3 days)

1.

SRENESIIN

Avatars and Proxys (Patient Derived Tumor Xenografts)
How to review and interpret published research

How to structure and write a research paper or lab write up
Learn and use a range of statistical methodology

Training in data preparation and presentation

Module 12, Liguid biopsy (1 week)

Noo AL~

Methods-prenalytical phase

Cf-DNA: How and why?

Circulating tumor cells: How and why?

Other circulating components (vesicles, non-coding RNA)
Liquid biopsy in basic, translational and clinical research

Liquid biopsy in daily practice THE EUROPEAN

Liquid biopsy other than blood L | Q U | D B I‘””“'DSY

Final report - Lab project SOCIETY

2 months of full-time work in one of the MSc EMMP’s accredited centers.



. f-f"' Preliminary agenda
?i’ 4 / ° ° ° y
){4 : NEW SPEakers are Weitame |

1. General overview. Catherine Alix-Panabiéres (Montpellier, France), Klaus Pantel (Hambourg, Germany)

2. Methods-prenalytical phase. Catherine Alix-Panabiéres, Marc Denis (Nantes, Fr) , Paul Hofman (Nice, Fr)
3. Cf-DNA: How and why?¢. Umberto Malapelle (Naples, Italy), Marc Denis (Nantes, Fr)

4. Circulating tumor cells: How and why?¢ Catherine Alix-Panabiéres, Paul Hofman

5. Other circulating components (vesicles, non-coding RNA) 78D

6. Liquid biopsy in basic, translational and clinical research simon Heeke (Houston, USA)

/. Liquid biopsy in daily practice Nicola Normanno (Naples, Italy) G Oxnard (Boston, USA)

8. Liquid biopsy other than blood 18D

- Q)p
- European

‘ Society of

Pathology

THE EUROPEAN

LIQUID BI€IPSY

SOCIETY




e lCC EUI’DDG&I’I LUHQ Thursday, 31 March, 2022
Cancer Congress

Minimal residual disease as a predictor
of survival in non-small cell lung
carcinoma

Paul Hofman, MD, PhD

Laboratory of Clinical and Experimental Pathology, Nice, France
Inserm 1081/CNRS 7264, Cote d’Azur University

FHU OncoAge (www.oncoage.org)

oPe®, THE EURCPEAN

UNIVERSITE :: *2e0e .
COTE DAZUR - - LIQUID BIhPSY
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ELBS Website

& Need to go on building a website for ELBS as a priority

6 More visibility for ELBS: s x\ Q]
Locked
- Goals —
- Programs L v ‘ Private |

Ideas on what should be presented on the site / how it
should be organized ?

Catherine Alix-Panabiéeres & Paul Hofman



LIQUID BIQIPSY munked

6 Linkedin Social Networks

LIAUID BIGIPSY

LIOUID BI#PSY S O C I E -|— Y
European Liquid Biopsy Society (ELBS) - 1er European Liquid Biopsy

Society

Consortium Coordinator at European Liquid Biopsy Society
Autres - + de 500 relations - Coordonnées

Catherine Alix-Panabiéeres & Paul Hofman
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D; i ation & Education
Meetings

é The Annual ELBS Meeting with all the Members on 28 Oct 2022 — Montpellier, France
é Sub-Group meetings :

6 3 CTC Technology meetings (1 more scheduled for 2022)

6 3 ctDNA Technology meetings (1 more scheduled for 2022)

6 1 Regulatory WG meeting

6 2 Clinical WG meetings

& Conference

Catherine Alix-Panabiéres & Paul Hofman
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I s M B c 2 n 3 Congress chair: Klaus Pantel

Co-chair: Catherine Alix-Panabiéres

AN

13'™" International Symposium
on Minimal Residual Cancer

Minimal residual cancer as target of
immunotherapy and Liquid Biopsy Diagnostics

2 -4 May 2023 | Hamburg, Germany

Please visit the

THE EUROPEAN

LIQUID BIdPSY
SOCIETY - -
WWW.ISImrc-symposium.eu
Confirmed Speakers
Nicola Aceto, Switzerland Nick Papadopoulos, USA An d sen d yOU ra bSt ra Ct
Catherine Alix-Panabiéres, France Martin Reck, Germany
Claus Andersen, Denmark Nitzan Rosenfeld, UK
Luis Diaz, USA Jeanne Tie, Australia
Christoffer Gebhardt, Germany Eric Vivier, France
Tazuku Honjo, Japan Laurence Zitvogel, France
Klaus Pantel, Germany Robert Weinberg, USA
Paul Hofman, France
LIQUID BI@IPSY

SOCIETY

Contact: Rita Pape | ismrc@cpo-hanser.de ‘

2 - 4 May 2023 | Hamburg, Germany
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LIOUID B|“I|\||DS If you are working for a member institute of our co-host European Liquid Biopsy
SOCIETY Society (ELBS) we would be happy to offer you a reduced registration fee for up to

2 delegates per institute. You will find detailed information about the
registration on our website.

- -=s . .=#M SessionTopics

B Cancer Metastasis Biology

m Cancer Immunology

ISMHG 2023 /ol B |iquid biopsy-based Detection of primary Cancer and MRD

B Liguid Biopsy and Immuno-Oncology

13" International Symposium WEZSI . ’
on Minimal Residual Cancer B I[mmuno-prevention of Cancer Metastasis

Minimal Residual Cancer as Target of m Monitoring Of MRD

Immunotherapy and Liquid Biopsy Diagnostics

2 — 4 May 2023 B | atest Developments in Liquid Biopsy

Empire Riverside Hotel 'Hamburg, Germany WWWiSMI‘I:-SvaJOSiIImBII

Besides the invited plenary talks, the ISMRC supports young investigators through
selected oral communications as part of the plenary sessions and poster
presentations. Outstanding presentations will be awarded our “Young
investigator awards”! We are especially grateful to award the "ELBS Young
Investigator Award in Honor of Dr. Rita Zamarchi"“, an ELBS award funded by
the family, friends and colleagues of Dr. Rita Zamarchi.
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2 Pathology SOCIETY
G, e P
Pulmonary Pathology
> - Working Group
g SUropean Symposium
Society of ymp
callioay « When the pathologists meet the liquid biopsy »
th
35 E uro pea n Confirmed speakers:

Congress of
Pathology

Pathology — a bridge between
Science and Medicine Umberto Malapelle, Naples, Italy

Paul Hofman, Nice, France

Catherine Alix-Panabieres, Montpellier, France
Klaus Pantel, Hambourg, Germany
Fernando Lopez-Rios, Madrid, Spain

9-13 September 2023
CCD, Dublin, Ireland

wWWww.esp-Congress.org
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Interactions with other societies

cancer
‘ {S epigenetics
society

- Qy
: i European
O ‘ Society of
TH . T Pathology
it %

BIO Deutschland ‘

Liquid Biopsy Task Force A ﬁ C American Association
for Cancer Research

Catherine Alix-Panabiéres & Paul Hofman
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Di ination & Education

AAC

Support Proposal :

Interactions with other societies

American Association
for Cancer Research

& A major session for ELBS at the Annual AACR Meeting

& Meeting on Liquid Biopsy —Specific topic-AACR meeting ongoing

European
‘ Society of

Pathology

6 Setting up a dedicated symposium at the next European Congress of Pathology

2023

Catherine Alix-Panabiéeres & Paul Hofman
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Interactions with other societies

6 Ongoing discussions with its president to have collaborations & joined

meetings.

6 ELBS members were part of the ctDNA guideline committee; guidelines have

been published in 2022 (Ann Oncol)

Catherine Alix-Panabiéeres & Paul Hofman
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Interactions with other societies

‘.. INTERNATIONAL SOCIETY for Rienk Nieuwland, Director board — Executive chair
. EXTRACELLULAR VESICLES An Hendrix

6 Interaction : clinical part (ELBS) €-> protocols / biology (ISEV)

Catherine Alix-Panabiéeres & Paul Hofman
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Interactions with pharma companies

Opportunity to set up a networking through ambitious projects with cancer patients

@ | AstraZeneca = - x
B O A R D A Bristol Myers Squibb’ I
Catherine Alix-Panabiéres & Paul Hofman
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Catherine Alix-Panabiéres & Paul Hofman
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Members in Europe

THE EUROPEAN

LIQUID BIPSY

SOCIETY

e

= 8 NEW members in 2022 and 4 additional < s i
. . o Tonno
ones that are still being processed T A
O ey Rome=
Porto G O
9 | tiouin sioesy 87 e B
0 SOCIETY = O Pg:::ﬁ”
Crate
RESEARCH FOR CLINICAL IMPLEMENTATION {jvv

Catherine Alix-Panabiéeres & Paul Hofman
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Dissemination & Education
Q UALITY - How to quote ELBS in the
scientific articles to make the
U TILITY Society visible on PubMed ?

E XOSOMES

u BIOMARKER S
- VALIDITY

L | QUID BIOPSY
CIRCULATING TUM O R CELLS
ctDN A
LIQUID BIOPSIE S

Catherine Alix-Panabiéeres & Paul Hofman
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General Assembly of the European Liquid Biopsy Society (ELBS)
28t of October 2022

Montpellier, France
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Leads

Jean-Yves Pierga, France
Claus Lindbjerg Andersen, Denmark
Nikolas von Bubnoff, Germany

Christoffer Gebhardt, Germany
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CLINICAL WG

Overarching Aim:

to facilitate initiation of clinical trials

Scheduled meeting frequency: Twice per year

Purpose of the meetings:

Planning of activities:

54
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Overarching Aim: to facilitate initiation of clinical trials

Suggested activities:

Work to establish an ELBS knowledge-base — that can reduce the barriers associated with initiating trials

1. Establish an overview of ELBS clinical studies

Cancer type:
Patient population: incl. Sample size

Clinical setting: e.g. guiding neo adj therapy, guiding adjuvant therapy, monitoring response, risk stratified recurrence

surveillance
Design: Randomized
Liquid biopsy assay: timing of liquid biopsy testing
Trial Intervention:
Primary objective:
Contact person:
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Overarching Aim: to facilitate initiation of clinical trials

Activities:

Work to establish an ELBS knowledge-base — that can reduce the barriers associated with initiating trials

1. Establish an overview of ELBS clinical studies

2. Cancer type specific reviews — with overview of the clinical questions currently being addressed by
liquid biopsy guided approaches - list the ongoing interventional
clinical studies (in ELBS and rest of the world)
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Clinical WG

Example
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potential to be used throughout the disease course

SOCIETY
N
ctDNA
level
""""""".-" Adjuvant . Palliative iati
Asymptomatic | Symptoms ) Surveillance Palliative
. therapy therapy therapy
Disease |-----ccccccaaana- i I
course
Onset Operation Diagnosis Death
of recurrence
Cancer Risk Monitoring . Treatment Monitoring
. . Surveillance . )
detection assessment efficacy selection efficacy
ctDNA
usage
Screening or Molecular Residual Monitor Early relapse detection Therapy Monitor Surveillance for resistance
earlier diagnosis profiling and disease response  Risk stratified surveillance  targets response Track clonal evolution

prognostication
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Stage Il colon cancer

ACT is recommended for the subset of patients with high-risk clinicopathological features

* Despite only a modest survival benefit is conferred by ACT (<5%)

* Many patients with the features do not recur - de-escalation

* Some patients without the features do recur —> escalation



R R e

Trial Name/Country Patlen.t Safnple ctDNA Assay Timing O.f ctDNA Trial Intervention Primary Objective
Population Size Testing
SOCIETY
Standard of care: Cll.l"LICIGH deter@med To demonstrate that an adjuvant
management (surveillance or adjuvant therapy strateey based on post-on
DYNAMIC Stage TI col chemotherapy) based on standard tDI:IE; . q(' lt:mf'llh* .d i ih P b
(ACTRN-12615000381583) lage 1 cofon 450 Safe-SeqS Week 4 and 7 post-op  clinicopathological features ¢ » restits Wit reciuce The number
. cancer s q 1 e of patients receiving adjuvant
Australia ctDNA-guided: ctDNA-positive — i i o .
adjuvant chemotherapy; ctDNA-negative chemotherapy without compromising
s surveillance o recurrence-free survival
: Standard of care: surveillance To investigate the willingness of
(Nﬁgggi%-lggfé:ﬂim Stage II colon 1320 PGDx elio™ 491 davs post-o ctDNA-guided: ctDNA-positive — 6 patients to receive adjuvant
Netherl: d o cancer - X elo ays post-op months of CAPOX; ctDNA-negative — chemotherapy after detection of ctDNA
ctheriands surveillance post-surgery
e  To compare the clearance of
ctDNA between arms for the
NRG GLO005 Standard of care: Surveillance Zaselinc;ct(Dt]:IA-};%sitive patient at
- o X Stage IIA colon Guardant ctDNA-guided: ctDNA-positive — months (p ase . .
(C%BRﬁzjl\itcfgi%gmi [81] cancer 1408 LUNAR-1™ Post-op adjuvant FOLFOX/CAPOX; . To compare medm_n RFS between
fited states/L-anada ctDNA-negative — surveillance arms for the baseline _
' ctDNA-positive patients at 6
months (phase III)
IMPROVE-IT Stage T and II Tumor informed ctDNA-positive patients .randomized to: To demonstrate that adjuvant therapy
Denmark ctDNA positives 36 ddPCR Post-op Standard of care: surveillance improves 3-year DFS and TTR for ctDNA
Experimental: adjuvant FOLFOX/CAPOX positive patients
CIRCULATE AIO-KRK-0217 Stage IT colon ctDNA-positive patientt? randomised to: To compare the disea.sc'a-free survival in
(NCT04089631) [82] cancer (MSS 4812 Not reported Post-op Stand'ard of care:vbuf\-’elllanue patients VV}-‘[D afwe positive for _
Germany tumours) Experimental: adjuvant chemotherapy postoperative ctDNA treated with or
' / (capecitabine or CAPOX without adjuvant chemotherapy
P ] P}
CIRCULATE PRODIGE 70 ddPCR (2 198 ctDNA-positive patients randomised to: 10 demonstrate a 17.5% gain in 3-year
) - Stage II colon methylated i i —— DFS in post-op ctDNA-positive patients
(NCT04120701) [83] 1980 Week 2-8 post-op Standard of care: surveillance . .
: cancer markers WIF1 . . : treated with adjuvant FOLFOX
France Experimental: adjuvant FOLFOX .
and NPY) compared to observation alone
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Pascual J, Attard G, Bidard FC et al, Ann Oncol 2022
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= SRTERATS NCT04803539
Phase Il, TNBC Rand. phase Il, TNBC
ZEST
Escalated Adj. Therapy Escalated Adj. Therapy Tufner ter OT90809 NCT0491575
capectablne » targerec agents capecitabine + anti-VEGFR2 + anti PD-1 vs Rand : Ease I, TNBC (/ER+ BRCA,_ )
(targets: PARP, PD-L1, PIK3CA) capecitabine Dare .r§scue th’erapy mut

Niraparib vs placebo

ASPRIA NCT0491575
Phase Il, TNBC (/ER+ BRCA
rescue therapy

Sacituzumab-gov. + atezolizumab

mut)

Initial therapy

DARE NCT04567420
TRAK-ER NCT04985266
Rand. phase Il, ER+ HER2-

Earlier start of 15t line

lead time lead time FUL + PAL (vs cont’d adj. ET)

Circulating tumor DNA (ctDNA)

Diagnosis 1 year
Time

Is delaying the metastatic relapse enough ?
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Table 3. Potential randomised clinical trial designs to establish the clinical utility of ctDNA as a marker of MRD and MR

Timing of ctDNA testing fintended use Clinical context Potential trial designs

Objectives /potential endpoints

Examples of ongoing trials

A few weeks after definitive treatment
of primary tumour/guide adjuvant
therapy

Disease type/stage with sufficiently
high recurrence risk (for example
=10%) but no or modest benefit with
standard adjuvant treatment (e.g. stage
Il colon cancer, stage | NSCLC)

ctDMA-guided strategy design

All patients randomised to:

# Control (blinded to ctDNA result)—
observation or standard chemao-
therapy based on standard patho-
logic features

* CtDMNA-guided—ctDNA-positive
cases receive standard treatment;
ctDMNA-negative cases are observed

ctDMA-by-treatment interaction design

ctDMA-positive patients randomised to:

# Control: observation

# Experimental: standard adjuvant
treatment (if available) or novel
therapy

ctDMA-negative patients are:

+ Managed off trial OR

# DObzerved on trial

ctDMA-guided strategy design

All patients randomised to:

» Control (blinded to ctDNA result)—
standard adjuvant treatment

o ctDMNA-guided—ctDNA-positive
cases receive escalated treatment or
standard treatment; ctDNA-negative
cases receive a de-intensified
treatment regimen (e.g. single agent
rather than combination
chemotherapy, shorter duration, or
no treatment)

ctDMA-by-treatment interaction design

ctDM A-positive patients randomised to:

+ Control: standard treatment

# Experimental: standard treatment +
novel therapy

ctDMN A-negative patients randomised

to:

+ Control: standard treatment

# Experimental: observation

Disease type/stage with established
benefit with standard adjuvant
treatment (e.g. stage lll colon cancer,
stage |1 /Il MSCLC, breast cancer)

Potential dual objectives to demonstrate non-
inferiority for relapse-free survival and
reduction in treatment use with ctDMNA-guided
approach

Endpoints

¢ Mumber of patients treated with adjuvant
treatment

Time-to-recurrence

Recurrence-free survival

Overall survival

QoL/OALY

Superiority of treatment compared with
observation in ctDNA-positive patients
Endpoints

s CtDNA clearance rate

&« Time-to-recurrence

# Recurrence-free survival

& Overall survival

Potential dual objectives to demonstrate non-
inferiority for RFS and reduction in treatment
use with ctDNA-guided approach

Endpoints

e Mumber of patients treated with adjuvant
treatment

Time-to-recurrence

Recurrence-free survival

Overall survival

Ool/OALY

ctDMA-positive: superiority of novel strategy
compared with standard treatment
ctDMNA-negative: non-inferiority of observation
compared with standard treatment

Endpoints

¢ ctDMNA clearance rate

+ Time-to-recurrence

# Recurrence-free survival

e Overall survival

Stage |l colorectal

¢ DYNAMIC (ACTRN-12615000381583)

« MEDOCC-CrEATE (NLB281/NTRB455)

Rectal cancer

¢ DYNAMIC-Rectal [ACTRN-126170015
60381)

Stage || colorectal

# CIRCULATE (NCTD4089631)

# CIRCULATE- PRODIGE 70

(NCTD4120701)

COBRA (NCTO406E103)

CIRCULATE Spain (EudraCT 2021-000

507-20)

Bladder cancer

& [MvigorDll (MCTO4660344)

stage |1l +/- high-risk stage Il colorectal

o DYNAMICHI [(ACTRN-12617001566
325)

o TRACC (Part C) (NCT04050345)

Stage |1/1ll NSCLC

¢ MERMAID-1 (NCTD4385368)

ER+/HERZ-BC

+ |EADER (NCTD3285412)

High-risk stage Il/low-risk stage Il
colorectal

« CIRCULATE JAPAN — VEGA
(jRCT1031200006)
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After completing standard adjuvant
therapy or with molecular relapse
manitoring

Disease type/stage with established
adjuvant therapy

ctDM A-positive patients are

randomised to:

# Control: placebo/standard therapy

e Experimental: novel therapy with
emerging or established efficacy in
the metastatic setting for that
tumour type

Superiority of novel strategy compared with
observation

Endpoints

e ctDMNA clearance rate

+ Time-to-recurrence

& Recurrence-free sunvival

o Owverall survival

HE+ HER2-BC

« DARE [NCTO4567420)

s ZEST (NCTDA915755)

o TRAK-ER (NCTO4985266)

Triple-negative BC

# C-TRAK-TM [MCTO3145961)

e FEST (NCT04215755)

Stage 11/l colorectal

« CIRCULATE JAPAM — ALTAIR
[NCTD4457297)

e ACT-3 (NCTO4259944)

& MNCTO4486378

Continued

Timing of ctDMNA testingfintended use

Clinical context

Potential trial designs

Objectives/potential endpoints

Examples of ongoing trials

During surveillance/ monitor for
molecular relapse

Disease type/stage with established
surveillance strategy

Patients randomised to:

¢ Control: standard surveillance proto-
col with tumour markers and/or
imaging

s Experimental: ctDNA-guided
surveillance—imaging only for
patients with positive ctDMA during
surveillance

Dual objectives to demonstrate non-inferiority

of overall survival [or alternatively weaker

survival endpoints) but reduction in imaging

with ctDMNA-guided surveillance and superiority

in overall survival with ctDNA-guided

surveillance

Endpoints

« Time to detection of recurrence

& Percentage of patients undergoing curative
intent resection of metastases (if applicable
for the tumour type)

« Overall survival

M5CLC

# MERMAID-2 (NCTDMB4246)
Stage Il /high-risk stage Il colorectal
s IMPROVE-ITZ (NCTO4024249)

BC, breast cancer; ctDMNA, circulating tumour DNA; ER, oestrogen receptor; HER2, human epidermal growth factor receptor 2; HRE, hormone receptor; MR, molecular relapse; MRD, molecular residual disease; NSCLC, non-small-cell lung cancer;
QALY, guality-adjusted lifesyear; Qol, quality of life; RFS, recurrence-free survival.
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Overarching Aim: to facilitate initiation of clinical trials

Suggested activities:

Work to establish an ELBS knowledge-base — that can reduce the barriers associated with initiating trials

1. Establish an overview of ELBS clinical studies

2. Cancer type specific reviews — with overview of the clinical questions currently being addressed by
liquid biopsy guided approaches - list the ongoing interventional
clinical studies (in ELBS and rest of the world)

3. Organize cancer type focused workshops focused at identifying new options for clinical trials
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Initiative to facilitate initiation of clinical trials

Organize cancer type focused workshops aimed at

1) Identifying relevant clinical “burning” questions within each cancer type, which
potentially can be addressed by liquid biopsies

Suggest trial design

Exchange practical experience

Identify suited liquid biopsy technologies

And so on

L
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Overarching Aim: to facilitate initiation of clinical trials

Activities:

Work to establish an ELBS knowledge-base — that can reduce the barriers associated with initiating trials

1. Establish an overview of ELBS clinical studies

2. Cancer type specific reviews — with overview of the clinical questions currently being addressed by
liquid biopsy guided approaches - list the ongoing interventional
clinical studies (in ELBS and rest of the world)

3. Organize cancer type focused workshops focused at identifying new options for clinical trials
4. Establish a platform for making - Study calls  within the ELBS network

5. Other ideas from the ELBS members ? We are open to your proposals 67
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General Assembly of the European Liquid Biopsy Society (ELBS)
28t of October 2022

Montpellier, France
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Leads: Klaus Pantel

exchange with regulatory
agencies (e.g. EMA, FDA)
and health care providers

acquire knowledge on
regulatory terms and
conditions

input by health care
providers

liaison
between the
ELBS members
and regulatory
bodies

0000

implementation and
reimbursement of liquid
biopsy assays in routine
clinical practice
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Participants:

* Primarily industry ELBS members (Bl, Guardant, Sysmex, Bayer) but also a few academic partners (University Medical Center
Groningen, IRCCS Istituto Nazionale Tumori Regina Elena, Rome)

Talking points:

* Identification of needs:
What are the ELBS members needs in the regulatory realm?
How can the ELBS provide support?

* Determination of goals:
Discussion of short and long term goals of the Regulatory WG.
Who will be in the lead for each task/goal?
What can be achieved and when (time schedule)?

e Organization of the RWG:
Should meetings be open to all members or take place in smaller groups?
Meeting frequency
Determining a Co-Lead for the RWG.
Who is missing from the table? Who else should we involve?
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Determination of goals: Discussion of short and long term goals of the Regulatory WG.

e Reach out to regulatory agencies (FDA, NIH/EMA) and ask to be represented at the workshops they organize (as attendants
but also as speakers)

e Apart from regulatory approval, involvement of additional stake holders (EQA providers, standard providers, insurance
companies, clinicians) will be necessary. Especially insurance companies should be involved early on in this process.

e ELBS will initiate contact to key players in various European countries to gain a multinational perspective on regulatory
requirements and align with existing initiatives (e.g. BioDeutschland e.V., COIN consortium, VDGH, etc.). To do so, we will
map the activities currently taking place.

e 1styears goal should be to have established 1-2 formal partnerships

e Together we will try to establish a framework/ a harmonization of criteria (technical, clinical, regulatory, reimbursement
steps) necessary to bring liquid biopsy tests into clinical practice



THE EUROPEAN

LIQUID BIIPSY  ELBS Regulatory WG (RWG) Meeting, March 2" 2022

SOCIETY

Organization of the RWG:

Should meetings be open to all members or take place in smaller groups?
e Initially, the group will remain intimate to facilitate exchange. As soon as something tangible has been achieved (possibly
mid-year) a larger meeting to inform all members and receive feedback and input is envisaged (around 2h workshop).

Determining a Co-Lead for the RWG.
e A combination of an academic and an industry partner might be preferable. Please think about who would be suitable and
interested in taking up this role.

Who is missing from the table? Who else should we involve?
e Apart from the partners mentioned above: Potentially pathology and clinical societies
e Additional clinicians
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BIO Deutschland e.V.:

* Sector association of the biotechnology industry in
Germany (> 330 members)

* Goal: promote the development of an innovative
economic sector based on modern biosciences

* BIO Deutschland lobbies for improvements to the legal
parameters for innovative small and medium-sized
enterprises

* representative at the BDI, the voice of the German
Industry, and at the European association, EuropaBio, in
Brussels

* Connections to the Task Force Liquid Biopsy

- ELBS featured in the “Fokusheft Liquid Biopsy”

Download Link:
https://www.biodeutschland.org/de/nachrichten/neue-
broschuere-zu-liquid-biopsy-in-der-krebsmedizin-
erschienen.html

BiO DEUTSCHLAND

Verband - Themen - Medien - Veranstaltungen - Karriere - AK BioRegio

Sep Aug Jul Jun Mai Apr Mar Feb Jan

Neue Broschure zu Liquid Biopsy in der
Krebsmedizin erschienen

—

Neue Broschure zu Liquid Biopsy in der
Krebsmedizin erschienen

Das Potenzial der nicht-invasiven Flussigbiopsie (engl Liquid Biopsy) fur die Medizin mit
Fokus auf die Krebstherapie beleuchtet eine neue Broschure von BIC Deutschland
Expertinnen und Experten geben in Ubersichtlichen Beitragen Einblick in den aktuellen
Stand der Forschung und Anwendung dieser Form der medizinischen Diagnostik, die es
ermoglicht aus Blutproben wichtige Informationen Uber Tumarerkrankungen und
Therapieverlauf zu erhalten Regulatorische Fragestellungen. Standards sowie
internationale und regionale Initiativen sind ebenfalls Bestandteil des Heftes. Die
Puplikation steht hier zum Download zur Verfugung
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nternationale Inatren

European Liquid Biopsy Society

(ELBS)

Das ELBS-Nstzwerk ist sine Partnerschaft von aktuel 62
Mitgliedern aus akademischer Wissenschaft und Industrie
mit dem eridarten Ziel, die Filssigbiospie [Liquid Biopsy™
ven einem dynamischen akademizschen Fald in die Kini-
sche Routine zu begleiten. Unter dem Begniff Liquid Bio-
pey mochte das ELBS-Metzwerk folgende minimalinvasive
Diagnostik einschlieBen: Untersuchungen an Biut, Kno-
chenmark, Urin, Stuhl, Liquor, brencheahveclars Lavage,
Pleurafiiizsighait sowis an aus diesen Matsrialien iscliertan
Zgllen und zelifressn Bestandtsilen (z. B. Exoscmen, zelifrsie
Mukeinsauren, Thrombozyten). Die Anwendungsbersiche
der Liquid Biopey sind u.a. Krebediagnostk, Pranataldia-
gnostk, Trar icnsmedizin und Ir ¥ iagnostik,
wiobsi der aktuglle Hauptfokus des ELBS-Konsortiums im
Bameich Cnkologie anzusiedsin ist.

Dac ELBS-Koneortium wurde aue dem EU-IMI-Projekt
LCAMNGER-ID® (2016-2018) forentwickelt. Tel diesss Pro-
jekts war die Etablisrung von Standardprotokolien fir die
kiinische Vafidisrung von Liquid-Bicpey-Msthoden, das sich
in mshr als 60 gemeinsamen wissanschaftichen Publikati-
onen des Konsortiums in renommierten Fachzeitschrifisn
manifastisrts. Prof. Dr. med. Klaus Pantsl, der wisssnschaft-
liche Koordinator des CAMCER-ID-Konsortiums, sah sinsn
wichtigen Meilenstein des CANCER-ID-Projekts darin, das
bestshands Metzwsrk auch bsr das Projektands 2010 hi-
naus zu erhaften und weitsr auszubauen. Disses Ziel wurde
mit der Grindung dar ELBS emeicht und vonsaiten der EU-
IMI-Beharde sehr begriift. Lstztarss wurde in einsr kirzlich
arzchienansn Stallungnahme dar Innovative Health Initiatve
{IH) zu den Emungenschaften des GANCER-ID-Projskis
zemantiart, indem die ELBS als das Viermachtris (Jegacy™)
das Projekts betitsit wurds (https-//www.ihi_suropa.su/pro-
Ji uite/proj oer-id).

Das ELBS-Netzwerk ist national und intsmational aus-
gefichtst und fordert den Austausch zwischen akademi-
schen, industrigllen und Kinischen Bersichen sowie dem
Gesundheitzsystem und regulatorischen Behdrden. Hisrzu
werdan Expertsn aus akademischer und klinischer For-
schung, innovative Keine und mittiere Untermnahmen (KMU),
Diagnostikuntsrmehmen und die pharmazeutische Industrie
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‘zusammengefihrt, was sinen sinzigartigen Rahmen fir die
Translation umarschiedlicher Anwandungen daer Filissighi-
opsie in dis Klinik bistet. Uberdies firdert das Netzwerk die
Entwicklung standardisiernter Richtlinisn sowie Schulungan
im Bereich ,Liguid Biopsy® fir Arztinnen und Arcte sowie
Forschern und Forscherinnen aus naheliegenden Diszi-
plinen. Darbber hinaus lanciert das Netzwerk auch unter
Einbeziehung Drittsr dis Offentlichksitearbeit fir das Thema
Liguid Biopsy*® beispislsweise durch Initisrung von Sympo-
gien, Viortragen sowie Pracsearbert. Die Vemetzung mit an-
deren Akteuren in diessm Feld, wie der International Liguid
Bicpey Standardization Aliance (ILSA), koordiniert durch
die US-amerikanische Foundation of the National Institute
of Health (FNIH) sowie BIO Deutshiand und andsrs, stalk
gine wichtige Komponents auf dem gemeinsamen Weg zur
Kinizchen Implementisrung der Liguid Biopsy” dar.

Diie untsrschiedlichen Barsichs, in denen sich das ELBS-
Konsortium bewegt, werden in vier Arbsitsgruppen (AG)
geglisdert (Disseminations/Wasiterbildungs  AG, Klinische
AG, Technologisohe AG, Regulatorische AG). Die Arbsits-
gruppsn sind fir alle Mitglisder offan und ihre Aktivitdten
werden von AG-Leitsndsn angstrisben und den Teilnsh-
mem akiiv mitgestaitst. RegeiméBige Treffen der sinzelnan
Gruppen sowie sine jahriche Generalversammiung lassen
das FLBS-Natrwerk dynamizsch und intsraktiv agieren

Waitsre Informationen erhalten Sie auf der ELBS-Website
e albs eu).

Bsi Fragen, ldesn zu Projekten und Viamstzungsn odar
Interessa an ainer Mitghadschaft wanden Sie sich germe an
die Projeldmanagerin der ELBS, Claudia Koch (o koch@
uke.da)

Kontaktinformationen:

i der ELBS: Prof. Dr. med. Klaus Pantel
(pantel@uks.da), Leiter des Instituts fir Tumorbiclogie des
Universitatskinikums Hamburg-Eppendorf

Projektmanagerin der ELBS: Claudia Koch
(o koch@uks de), Tel.- 449 015222830666, Universitats-
Kinikurm Hamburg-Eppendorf

Stérkung dea Wissans
um das Fald der LB &
Netzwerkaufbau

Themanneft Liguid Biopsy

Internationale Intatven

Liquid Biopsy-Initiative in den

USA (BLOODPAC)

E The Blood Profiling Atlas in Cancer (BLOOD-
=—— PAC) Consortiumwas launched as a commit-
ment to the White Houss Cancer Moonshot to acceler
are the development, validation, and clinical use of liquid
biopsy assays to better inform medical decisions and
improve cancer patient care and outcomes. In February
2017, BLODDPAC became an indspendent non-profit
CONSoium.

With input from regulatory, industry, and academic
institutions, the BLOODPAC Consorium established
that many of the challengss in the broader field of lig-
uid biopsy resulted from a lack of collaboration, not any

of or stalled scisnce. To
address this challangs, BLOODPAC established a collab-
orative i o develop and best prac-

tices, organize and coordinate recearch studies through
its members and operate a Data Commons which sup-
ports the of raw and, d data gy

by the iguid biopsy research community.

BLOODPAC is entirely collaborator funded and driven.
Today, there ame over 60 participating members working
together above brand and across platforms in service of
BLOODPAC' mission. Each of BLOODPAC's consor-
tium membsrs participatss in working groups focussd on

& BLOODPAC

I Cas Konsorium Blood Profing Atlas in Cancer

[BLOODPAC) wurds als Verpfichtung gegenuber
dem WeiBen Haus ins Leben gerufen, um Entwickiung,
Validierung und kiinische Armwendung von Liquid Biopey-
Teats zu beschisunigen, faklenbasierte Entschsidungen zu
unterstitzen und die Versorgung von Krebspatientsn sowie
therapeutizche Ergebnisse zu verbsssem. Im Februar 2017
wurde BLOODPAC zu sinsm unabhangigen gemeinnutz-
gen Konsortium.

Anhand der Beitrage aus Behdrden, Industrie und akade-
mischen Einrichtungen konstatierts das BLOODPAC-Kon-
sortium, dass viele der Herausfordarungen auf dem Gebist
der Liguid Biopsy auf mangeinde Zusammenarbsit zurlick-
gehen — und nicht etwa auf technologische Bsschrénkun-
gen oder festgsfahrene Wissenschaft. Um diess Herausfor-
derung zu bewdltigen, hat BLOODPAC eine gemeinzame
Infrastruktur geschaffen: Dort werden Standards und be-
wihrte Verfahren sntwickett, Forschungsstudian organisien
und koordinisrt und Data Commons, d.h. der Austausch
wvon Rohdaten sowie verarbeitotsn Daten aus der Liguid
Bicpsy-Forschung, unterstitz

BLOCDPAC wird ausschlisBlich won ssinsn Mitglisdem
finanziert und betrieben. Heute gibt es Ubsr B0 tsilneh-
mends Mitglieder, die plattformilbargreifand BLOCDPACS

aligning around for 0
bring liguid biopsy into routine clinical practics, accslsr
ate approval through stakeholder angagement and croate
a Data G to serve all within the lig-
uid biopsy community.

In addition, BLOODPAC works collaboratively with all
stakeholders in the fisld to broaden awareness, imple-
ment il and blish a widsr chain
of and in the ity. BLOOD-
PAC’s unigus approach to collaboration in the fiseld has
led to the organization’s success and helps to guide our
work into the future.

1 varfolgan. Jedes Miglied des BLOODPAC-
Konsortiums nimmt an Arbeitsgruppen tsi, dis sich um die
Anglsichung des Rahmenwerks fir dis Genarierung von
BEvidenz bsmihen, um das Verfahren der Liquid Bicpsy
in der kiinizchen Routine zu stablieran, dessen Zulassung
durch Enbindung von Stakeholdamn zu beschleunigen und
Data Commaons zu schaffen, de allen Interessangruppan
der Liquid BicpsyGemeinschaft disnan.

Darliber hinaus arbeitat BLOODPAC mit allen Interassan-
gruppen zusammen, um das Bewusstesin zu schirfen, vor-
geschlagens Richtiinien zu implsmentisren und eine brate-
re Kette von Feedback und Diskussion in der Gesmeinschaft
einzurichten. Der sinzigartige Ansat von BLOODPAC in
diesem Bareich hat den Erfolg der Crganization bewirkt und
tragt dazu bei, unsere Arbeit in die Zukunft zu fihren.

(&

EVIDENCE GENERATION BLOODPAC DATA COMMONS STAKEHOLDER ENGAGEMENT
Align arcund a Framework for svidencs Ciraata a BLOODPAC Data Commons AcCalsrate approval through
QENEraCn £0 bring liquid biopsy into 0 Bonve ol Gtakenoiders within e liquid Stakenoider Sngagement.

routine ciinical practics. DiOPSy COMMuUNFty:

Themenhet Liguid Biopey

Download Link:
https://www.biodeutschland.or
g/de/nachrichten/neue-
broschuere-zu-liquid-biopsy-in-
der-krebsmedizin-
erschienen.html
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Partnerships — VDGH

VDGH: Verband der Diagnostica-Industrie

* Sector association of the diagnostical and life-
science industry in Germany (> 100 members)

* Goal: improve preventative and curative medical
treatment for patients

* Provide a forum for exchange and problem solving

* VDGH exchanges with key opinion leaders of the
field (regulatory, governmental) in the interest of
their members

* Connections to the new Task Force Liquid Biopsy

c AIM:
co-create a position paper on liquid biopsy

VDGH

Verband der Diagnostica-Industrie

HOME | KONTAKT | MITGLIED WERDEN | IMPRESSUM

& £

o
VDGH Mitglieder

Affenpocken
CoviD-19

Uber uns

E-Mail

D Angemeldet bleiben | Passwort vergessen | Login beantragen

B | sAA [ B | w|in|f

Suchbegriff

PCR-, Antigen-,
Antikérpertests und POCT

Mehr

Termine Ale

Besser Leben mit Labor
Aktuelle Meldungen
Marktdaten

WIR LEBEN
FORSCHUNG

Nutzen der Diagnostika
Stellungnahmen / Positionen
Presse

Informationsdienste

Veranstaltungen und Infobdrse

Veréffentlichungen

Neue Imagebroschiire - Wir leben Forschung
Berlin, 13.10.2022 - Die Fachabteilung Life Science
Research (LSR) im Verband der Diagnostica-Industrie
(VDGH) zeigt in ihrer neuen Imagebroschiire, wie ihre
Unternehmen jeden Tag dazu beitragen, Lebenswelten
sicherer zu machen und die Gesundheit der Menschen
zu schitzen. Aber auch was getan werden muss,
damit die Branche weiterhin erfolgreich die
Erforschung des Lebens maglich machen kann.

Links

'I"I"r'i"i\ t
I LSR

Neu im VDGH

Wir begruBen unsere neue Mitgliedsfirma "Platomics
GmbH" aus Wien. Sie ist ab 1. Oktober 2022 neues
Mitglied im VDGH.

Life Science Research

im VIlGH Anzahl der Speziallaboruntersuchungen im niedergelassenen
Bereich durch Laborédrzte (GKV)

Pressemitteilungen

02.11.2022

VD GH-Infoveranstaltung
«Zulassung und Registrierung”
.Grundlagen der Zulassung und
Registrierung von In-vitro-
Diagnostika’ und
,,Zulassungsanff' Raa

29.11.203
IERIE  Alle Tests auf einen Blick

EUt  ( Jewtinformieren | &2
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Suggested next steps and interim goals:

* Plan additional meeting of the Regulatory Working Group in Q1 of 2023
* Move forward on a strategy for treatment selection in advanced cancer

* Develop a catalogue of criteria necessary for the reimbursement of liquid biopsy assays in
clinical routine internally

 Discuss this catalogue together with EU representatives (EMA/EC) as well as national
regulatory agencies and health care providers

Call for action:

 If you would like to be involved in this effort — please let us know
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