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ESMO 
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for ctDNA testing
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Non-small cell lung cancer
Gastric cancer
Pancreatic cancer
Hepatocellular cancer
Cholangiocarcinoma
Colorectal cancer

Ovarian cancer
Endometrial cancer
Prostate cancer
Urothelial cancer
Thyroid cancer
Soft tissue sarcoma
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Incorporación de las determinaciones en biopsia líquida 
en el Catálogo de Pruebas Genéticas y Genómicas



Molecular testing : single gene or NGS
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Several liquid biopsy-based technologies are approved 
by the FDA and backed by major guidelines

June 2016

cobas® EGFR Mutation Test v2:
NSCLC patients for erlotinib 
treatment2

March 2016

OncoBEAMTM RAS CRC Kit 
(CE marked EMA):
CRC patients1

November 2017

NCCN guidelines state: 
“Physicians may use a cell-free 
plasma DNA assay to identify EGFR 
mutations when tissue is limited or 
insufficient”3

November 2017

IdyllaTM ctKRAS and ctNRAS-BRAF 
Mutation Tests (CE marked EMA):
CRC patients4

May 2018

IASCL release a position statement: 
“Liquid biopsy can be considered at 
the time of initial diagnosis in all 
patients who need tumor molecular 
profiling”5

May 2019

therascreen® P1K3CA RGQ PCR 
kit companion diagnostic test:
Breast cancer for PI3K inhibitor 
treatment6

FoundationOne Liquid 
CDx:
Liquid-based, broad-
panel NGS companion 
diagnostic test8

August 2020

Guardant360 CDx:
First liquid-based panel NGS
companion diagnostic test7

Switch to 
NGS-based 
liquid biopsy 
approvals

CE: Conformité Européenne; CRC: colorectal cancer; EMA: European Medicines Agency; FDA: U.S. Food and Drug Administration; 
IASLC: International Association for the Study of Lung Cancer; NCCN: National Comprehensive Cancer Network; NGS: next-generation sequencing; NSCLC: non-small cell lung cancer. 
1. GMP News (2019) Available at: https://gmpnews.net/2019/08/sysmex-obtained-japanese-approval-for-oncobeam-ras-crc-kit/ (Accessed February 2020); 
2. FDA press release (2016) Available at: https://www.fda.gov/drugs/resources-information-approved-drugs/cobas-egfr-mutation-test-v2 (Accessed February 2020); 
3. NCCN NSCLC Guidelines V4.2017; 4. Genome Web (2017) Available at: https://www.genomeweb.com/pcr/biocartis-gets-ce-marking-two-colorectal-cancer-liquid-biopsy-tests#.XkrHImhKi70 (Accessed February 2020); 5. 
Rolfo, C., et al. (2018) J Thorac Oncol 13(9):1248-1268; 6. FDA press release (2020) Available at: https://www.fda.gov/news-events/press-announcements/fda-approves-first-pi3k-inhibitor-breast-cancer (Accessed February 
2020); 7. FDA website (2020) Available at: https://www.fda.gov/news-events/press-announcements/fda-approves-first-liquid-biopsy-next-generation-sequencing-companion-diagnostic-test (Accessed February 2021); 8. FMI 
website (2020) Available at: https://www.foundationmedicine.com/press-releases/445c1f9e-6cbb-488b-84ad-5f133612b721 (Accessed February 2021).



Hospital del Mar experience with NGS and liquid biopsy

    

2011 2015 2016 20182014 2021

GenexusIntegrated sequencer

20152012 20162013

UMI based 
NGS DNA 

panels

UMI based 
TNA based 
NGS panels

Pyrosequencing Fluorophore-SBS NGS Ion semiconductor-SBS NGS (Amplicons)



Infografía del Laboratorio de Diagnóstico Molecular,
Dr. Sergi Clavé

Hospital del Mar -  molecular testing activity (2024)



¿Cuál es la situación en España?



Estudio SEOM 2025 
Implantación y regulación de la Oncología de Precisión en España 

Encuesta SEOM enviada a Servicios Oncología Médica
 Tasa de participación del 58, 6%
82 respuestas



Estudio SEOM 2025 
Grado de implementación de las pruebas genéticas y 

genómicas del Catálogo Común del SNS 

Global Hospitales de 
menor tamaño



NGS (ctDNA), 
cáncer de pulmón : 32 centros 
cáncer colorrectal: 27 centros 
cáncer de mama: 23 centros

Se observa una tendencia 
creciente aunque todavía 
en fase de expansión

Estudio SEOM 2025 
Disponibilidad de tecnologías diagnósticas para la determinación de 

biomarcadores. 
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Estudio SEOM 2025 
Acceso a Comités Moleculares 



Estudio SEOM 2025 
Financiación para la realización de las técnicas diagnósticas 





Survey conducted by Menarini Stemline. 
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Adjuvant treatment decisions based 
on conventional clinico-pathologic 

criteria 

Standard Management

R
2:1

Week 4+7 
post-op ctDNA 

ctDNA-Positive  Adjuvant Chemo 
(oxaliplatin-based or single agent FP)

ctDNA-Negative  Observation

ctDNA-Guided Management

ctDNA-Positive = Positive result at week 4 and/or 7

N = 455

ctDNA-guided approach was not inferior to SOC, significantly reduced by half the 
proportion of patients receiving adjuvant chemotherapy (28% vs 15%)

DYNAMIC II –multicenter randomized in resected stage II colon 
cancer
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ctDNA-Positive  Adjuvant Chemo 
(oxaliplatin-based or single agent FP)

ctDNA-Negative  Observation

ctDNA-Guided Management

ctDNA-Positive = Positive result at week 4 and/or 7

N = 455

ctDNA-guided approach was not inferior to SOC, significantly reduced by half the 
proportion of patients receiving adjuvant chemotherapy (28% vs 15%)

ctDNA guided approach met its primary endpoint: 
Reduced % of adjuvant CT without compromising 
efficacy in resected stage II colon cancer

DYNAMIC II –multicenter randomized in resected stage II colon 
cancer



La incorporación de la biopsia líquida en práctica asistencial sigue siendo limitada a pesar de las 
recomendaciones  y la incorporación en la cartera de servicios de pruebas genéticas y genómicas

Existe una necesidad de incorporar este abordaje en la cartera de servicios asistencial de los 
centros

Se observa una tendencia creciente en la incorporación 
de la biopsia líquida, pero todavía hay camino para 
recorrer

Se plantean cambios de paradigma que se apoyan en 

las determinaciones de biopsia líquida – es necesario 

que el sistema incorpore esta tecnología en la 

realidad asistencial 

Mensajes claves de la presentación 



GRacias!


