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The Spanish Society of Medical Oncology (SEOM) 

• Priority: Implementation of Precision Medicine in Oncology in the
National Health System

https://seom.org/conocenos/comisiones2/medicina-de-precision

• It is a priority to advance in the organized
implementation of precision medicine in Oncology.

• It is necessary to know the current situation in our country 
and identify the future needs that this incorporation implies

• For this reason, a survey was carried out in the Medical
Oncology and Pathology Services



1st Precision Medicine Meeting (@2022)
• Aims:

1. To know the current situation in Spain

2. To ID future needs to incorporate PM in our clinical practice

N=200 participants (100 Med Oncol and 100 Pathology)

• 76% University Hospitals
• 67.5% >300 beds hospitals
• 12% participants belong to the same institution

ONCÓLOGOS PATÓLOGOS



1st Precision Medicine Meeting (@2022)

• Only 40% have access to the healthcare NGS

• 80% of the requests are in the metastatic setting & only 18% in localized disease

Access by Stage of disease



1st Precision Medicine Meeting (@2022)
Access by Tumor type

• Breast, colon and lung cancer are the tumors in which NGS is requested

• Only 12% of those surveyed requested for all tumors

ONCÓLOGOS PATÓLOGOS



1st Precision Medicine Meeting (@2022)
Annual volume of biomarker “outsourcing”

• 45% outsource predictive biomarker analysis (access is not universal)



1st Precision Medicine Meeting (@2022)
Liquid Biopsy

• 49% of those surveyed have access to liquid biopsy

• 20% of those surveyed outsourced the liquid biopsy

ONCÓLOGOS PATÓLOGOS
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• So far, there is no general public funding from the Health system to cover liquid 
biopsy tests

• Some Hospitals allocate limited budget for specific liquid biopsy analyses

• Liquid biopsy analyses, mostly ctDNA-based analyses, are covered by research
funds or by pharma companies

• Different technologies are offered (even to the same test – no consensus)

• ctDNA analyses, when available, are performed in-house or outsourced.

Reimbursement/Funding status of liquid biopsy in Spain



• Catalunya:

• EGFR testing for lung tumors without tissue
• Vall d’Hebron Hospital: qPCR (Cobas)
• Hospital del Mar: single gene (Idylla)

Reimbursement/Funding status of liquid biopsy in Spain



CIRCULATING TUMOUR  
CELLS (CTCs)

cfDNA/ctDNA ANALYSIS

CELLSEARCH (FDA APPROVED)

PARSORTIX (FDA APPROVED)

IDYLLA

ddPCR (QX200 BIORAD)

CTCs Enumeration

CTCs Characterization 
Her2+, PDL1, EGFR

-KRAS/NRAS/BRAF/
-EGFR

- KRAS/NRAS/BRAF/
- EGFR
- PI3KCA, ESR1
- MET/HER2
- MSI
- ALK

THE TECHNOLOGY Some test has the ISO certification

Galicia: Liquid Biopsy Unit
Healthy Research Institute of Santiago de Compostela.
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Barcelona: Vall d’Hebron Institute of Oncology (VHIO)-Guardant
Tech-Transfer Agreement
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• So far, there is no general public funding from the Health system to cover liquid 
biopsy tests

• Some Hospitals allocate limited budget for specific liquid biopsy analyses

• Liquid biopsy analyses, mostly ctDNA-based analyses, are covered by research
funds or by pharma companies

• Different technologies are offered (even to the same test – no consensus)

• ctDNA analyses, when available, are performed in-house or outsourced

• Liquid Biopsy analysis has been increasingly offered in Spain, but mostly 
through local initiatives. 

Reimbursement/Funding status of liquid biopsy in Spain





Agenda: 1st Regulatory WG Meeting of 2023

July 13th, 4 – 6 PM CEST

Work Package Leads: Klaus Pantel, Ariane Hallermayr

LB reimbursement landscape in Europe: impulse presentations
Stefano Indraccolo, University of Padova and Veneto Institute of Oncology IRCCS, Padova, Italy



LB reimbursement in Italy (2023)

Italy has a two-level policy of reimbursement: 

• 1 Nation-wide reimbursed tests

• 2 Regionally reimbursed tests



Nation wide reimbursed tests in Italy (2023)

• Some molecular tests on cfDNA are reimbursed in every Italian
region, following rules and values set by the Ministry of Health (LEA), 
including:

• EGFR/NSCLC (according to the recommendations of the Italian
scientific societies AIOM-SIAPEC-IAP 2020): ~500 Euro/test

• NGS profiling: new funds available for NGS testing in NSCLC and 
cholangiocarcinoma from 2023 (LB possible if tissue is not available): 
1150 Euro/test



Regionally reimbursed tests in Italy (2023)

• In the case of lung cancer, BRAF, ALK, ROS1, NTRK, RET, MET, HER2, KRAS 
can also be tested in cfDNA in individual cases, pending multidisciplinary
board prescription (reimbursement by the regional budget)

• In the Veneto region, cfDNA CPG can be requested by the institutional
Molecular Tumor Board (MTB) for selected cases when tissue is not
available: ~2300 Euro/test

• Note: Within MTB, LB can be requested also for tumor types other than
lung cancer

• Several regions are going to activate MTBs and propose reimbursement
fees for NGS tests (either on tissue or cfDNA)

• In some regions, reimbursement fee may depend on the number of genes
tested (i.e. Emilia Romagna 3-tier system)



Limitations of LB testing in Italy (2023)

• Reimbursement fee does NOT distinguish between tissue and plasma 
testing

• Identification of regional (inter-regional) reference labs still largely to 
be done

• Still no reimbursement for MRD testing, i.e. in stage II CRC

• Upcoming medical need: assessment of KRAS/NRAS/BRAF/EGFR 
mutations in cfDNA from CRC patients to guide rechallenge anti-EGFR 
mAbs (CHRONOS trial and other ongoing trials)



KEY objective: to move LB from being a tool to search
for actionable mutations to disease monitoring

• Role of ESMO recommendations

• Role of patients advocacy groups



Role of ESMO recommendations

• Italian Ministry of Health seems to adopt ESMO guidelines/recommendations (i.e. 
Mosele et al. 2020): Example Decreto 22A06125 30-09-2022 on NGS tests in lung
cancer



Role of patients advocacy groups in supporting LB testing

President:
Prof. Francesco De 
Lorenzo, former Italian
Ministry of Health





Ariane Hallermayr, PhD

Current challenges in the introduction of liquid biopsy into 

routine clinical practice

Regulatory WG Meeting – 13.07.2023



Liquid Biopsy in clinical diagnostics
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Reimbursement by health insurances in Germany
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Challenges hindering reimbursement of Liquid biopsy diagnostics 
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Information distribution
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Implementation of clinical guidelines into clinical practice
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Requirement of efforts to overcome challenges 
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European and national efforts for implementation of liquid biopsy
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Call to action
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Dr. Verena Steinke-Lange

For any questions around ctDNA please contact ariane.hallermayr@mgz-muenchen.de

Dr. Thomas KeßlerDr. Ariane Hallermayr

Liquid Biopsy Team

Prof. Dr. Elke Holinski-Feder
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