
Liquid Biopsy

Task Force



Bio Deutschland

BioDeutschland is an independent German Biotechnology Organization

Representing companies and organizations in the biotechnology area, life 
sciences, and bioeconomy sectors

Promoting the interests of their members nationwide as well as globally 

Transferring biology in industrial usage



Ministry of Health
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Bavaria Hamburg Berlin ...

supervision of 
legality of decision

13 Members:

3 independent (head: Prof. Hecken)
5 GKV 
2 DKG 
2 KBV 
1 KZBV

delegates member

17 regional associations of SHI-accredited physicians (KV)about 94 public health insurance funds

AOK BARMER DAK TK, etc.



Reimbursement paths in Germany
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Inpatient setting

G-DRGs (“flatrate” 
per patient)

and
NUB (new diagnostic 

and treatment 
methods)

Verbotsvorbehalt 
(subject to 

prohibition by G-BA)

Outpatient setting

PKV (private 
payers), 

self payment

GOÄ (medical 
fee schedule, 
outside EBM)

GKV (public 
payers)

Erlaubnisvorbehalt
(subject to 

authorization by 
G-BA)

EBM (uniform 
doctor‘s fee)

Cross-sectoral care (for private and public 
insured patients)

Integrated care 
contracts §140a 
with payers

Ambulante
spezialfachärztliche
Versorgung (ASV) 
§116b for cancer and 
rare diseases



1. Task Force Liquid Biopsy: Overall goal
Bringing liquid biopsy into standard of care

1. Recognition of LB as a new diagnostic standard

2. Inclusion of LB -indication-related- in the EBM catalogue 

3. Achievement of uniform quality standard for LB for routine use

4. Achievement of adequate remuneration for practitioners, 
laboratories and manufacturers



Status quo in Germany: Reimbursement LB

The current reimbursement situation in Germany ignores the potential of liquid biopsy

• Only a few EBM codes (for LB in CDx  for NSCLC & MammaCA, no reimbursement for CRC)

• EBM codes do not cover costs

• No reimbursement in the inpatient sector

Current reimbursement situation

• Improved quality control of diagnostics necessary 

• High-quality and sensitive analysis is cost-intensive

• No reimbursement for CDx for CRC and generally no reimbursement for MRD and monitoring 

Challenges



Current available Codes for CDx

Amount in Euro 

487

487

260

487

260

725



Reimbursment Example MammaCa

Slide: Prof. Merkelbach-Bruse presented by Prof. Lebeau

Current reimbursement is far away from being cost-covering



EBM Codes for NGS in the tissue already available. BUT: in the preamble LB is excluded:
"Analyses of free nucleic acids in plasma (...) are not calculable."

1A. EBM Codes for NGS in tissue



1A. Liquid biopsy – new method or service?

Application: Request for information pursuant to Section 87

GBA or Evaluation Committee?
„Bewertungsausschuss“



1A. Application for the Right to Information
(Auskunftsanspruch)

New Method??? New Service?? 

Responsibility GBA versus Evaluation Commitee? 

Request for 
information 



1A. Organization of 3 RT- discussions with LB experts

Prof. Dr. Stefan 

Holdenrieder 

Leitung Institut für 

Laboratoriumsmedizin 

Deut. Herzzentrum

München

Prof. Dr. Peter 

Fasching 

Oberarzt und Professor 

der Frauenklinik 

Universitätsklinikum

Erlangen

Prof. Dr. Dirk Arnold 

Direktor Asklepios

Tumorenzentrum

Asklepios Kliniken

Hamburg

Prof. Dr. Sebastian 

Stintzing 

Klinikdirektor der Klinik für 

Hämatologie, Onkologie 

Tumorimmunologie (CCM)

Charité Berlin 

PD Dr. med. Verena 

Haselmann

Leitende Oberärztin FA 

Laboratoriumsmedizin

Universitätsmedizin

Mannheim

Prof. Dr. Michael 

Oellerich

Professor für Klinische

Chemie

Georg-August-Universität, 

Göttingen

Prof. Dr. Alexander

 Baraniskin 

Chefarzt der Klinik für 

Hämatologie/Onkologie

Evangelisches 

Krankenhaus Hamm (EVK)

Prof. Dr. Gunnar Folprecht

Facharzt für Innere Medizin, 

Hämatologie, Onkologie & 

Palliativmedizin

Universitätsklinikum Carl 

Gustav Carus Dresden

Dr. Susanne Klein-

Scory 

Leiterin IMBL Labor 

UK Knappschafts-

krankenhaus Bochum

Prof. Dr. Klaus Pantel 

Direktor, Institut für 

Tumorbiologie, 

Universitätsklinikum 

Hamburg-Eppendorf

Prof. Dr. Michael P. 

Lux MBA, 

Chefarzt der Klinik für 

Gynäkologie 

Frauenklinik St. Louise, 

Paderborn 

Dr. Benedikt 

Westphalen            

Ärztliche Leitung Med. 

Klinik und Poliklinik III– 

CCC München

Prof. Dr. Phillip Mandel  

UCT Frankfurt, Leitung 

Schwerpunkt 

Prostatakarzinom

Dr. Iris Faull

VP Medical Affairs & 

Healthcare Partnerships

Guardant Health

Host TF Liquid Biopsy - BIO Deutschland 

Denis Peikert

Referent Politik

BIO Deutschland

Dr. Barbara Behrens

Medical Science

Sysmex Deutschland 

GmbH

Dr. Claudia Ivascu

Innovation Lead, 

Governmental Affairs

Roche Pharma

Dr. Soeren 

Schumacher, M.B.A

Deputy Managing 

Director MGZ

Dr. Erhard Fernholz 

Founder and 

Managing Director 

Telexos GmbH

Prof. Dr. Christoffer 

Gebhardt

Stellvertretender 

Klinikdirektor

Leiter Hautumorzentrum 

UKE

Dr. Anna Kron

Geschäftsführerin 

nNGM

Prof. Dr. Arndt Hartmann 

Direktor, Leitung 

Pathologisches Institut

Uniklinik Erlangen 

Prof. Dr. Katharina 

Tiemann

Fachärztin für Pathologie

Leber-,Pankreas- und  

Molekularpathologie, 

Geschäftsführung HPH

Prof. Dr. Markus 

Tiemann

Facharzt für Pathologie

Hämatopathologie, 

Molekularpathologie, 

Geschäftsführung HPH

Prof. Dr. Eva Wardelmann

Fachärztin für Pathologie

Direktorin des Gerhard-

Domagk-Instituts 

für Pathologie. UKM

Dr. Verena Steinke-

Lange

Fachärztin für 

Humangenetik 

MGZ



1A. Application for the Right to Information
(Auskunftsanspruch)

NGS Liquid Panel Sequencing
Limited to: 
Advanced NSCLC, CRC, MammaCA

For initial molecular diagnostics and follow-up 
for therapy adaptation
• In case of tissue shortage
• Under time pressure
• In case of unreasonableness for patients or 

clinical contraindications 
• If only bone metastases could be biopsied
• In the event of expected high tumor 

heterogeneity
• For efficiency reasons

MRD

Minimal Residual 
Disease was not 
included

Objective: EBM code that allows the physician to 

perform a validated LBx panel in the above clinical 

situations

Official application done by Guardant Health on March 15th 2024



1A. Decision of the Evaluation Committee

New Service



1B. Application to start counselling for an EBM code



1B. Application to start counselling for an EBM code 

Application by  
BIO DEUTSCHLAND 



Element Details

Indications NSCLC, colorectal carcinoma, breast cancer 

(stage IIIB/IV)

Target group Patients in the event of initial diagnosis, 

recurrence or treatment failure

Test NGS analysis from plasma (ctDNA) for 

predictive mutation detection

Specialists Pathology, Laboratory Medicine, Human 

Genetics

Requested service Inclusion of predictive ctDNA testing as GOP in 

the EBM in the described patient population, 

comparable with existing numbers 

19424/19453 for tissue testing

Benefit Better, faster and safer therapy decisions with 

high acceptance for more patients

Scientific basis Validated sensitivity & specificity, broad 

guideline recommendation

1B. Application at a glance
Official applicant: BIO DEUTSCHLAND, dossier submission by February 2025

Now we need patience

until 2027 



2A. Increasing awareness for LB

Publication of two booklets: 2022, 2024
- General Overview
- Quality Aspects
- Regulatory Issues
- National and International Initiatives
- List of Stakeholders in Science and Industry



2A. Increasing awareness for LB

LinkedIn-Group
- Publication of our activities
- Introducing members of the Task Force with their topics
- 160 members

Digital Event in 2021



2A. Focus booklet

Content

• Technology and potential

• Data, standards and

quality control

• Regulatory requirements

• International initiatives 



3. Preparation of a Positioning Paper



Thank you!
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