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Com.PLi.t DX® multi-gene tests provide valuable information that can be used to select
the optimal targeted therapy for patients. By simultaneously analyzing multiple genes,
they provide a detailed fingerprint of tumor biology, enabling treating physicians to
personalize the patient's treatment plan.

Com.PlLi.t DX® tests are essential in precision oncology by:

e Determining the tumor’s molecular profile, including gene alterations,
rearrangements, and copy number alterations in both late-stage and
early-stage tumors, providing a more comprehensive assessment.

e |dentifying approved targeted therapies relevant to the detected molecu-
lar alterations or dysregulated pathways.

e Detecting molecular alterations associated with resistance to targeted
treatments.

e Supporting therapeutic decision-making by highlighting potential off-label
treatment options and identifying relevant ongoing clinical trials.

+
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Com.PlLi.t DX® tests are designed to offer maximum sensitivity and specificity.

Advanced Next Generation Sequencing (NGS) technology is used for the comprehen-
sive analysis of a gene panel related to targeted and personalized therapy.

All findings are systematically categorized using in silico analytical algorithms and the
OncoKB database, which delivers evidence based insights into the clinical relevance of
genomic alterations and associated targeted therapeutic options.

Advantages

« Minimal tumor tissue required

« Simultaneous multi-gene analysis
« Faster and cost-efficient results

« Preservation of valuable biological material

Testing Modalities

Tissue biopsy (FFPE): Provides comprehensive genomic profiling from tumor tissue
using DNA and RNA sequencing.

Liquid biopsy (ctDNA): Uses a blood sample to analyze circulating tumor DNA, ena-
bling highly sensitive detection of genomic alterations, including those present at low
allele frequencies.

Complementary approach (Tissue + Liquid): The parallel use of both methods in-
creases diagnostic sensitivity, improves detection of actionable alterations, and sup-
ports faster treatment decisions.

Sample Types & Turnaround Time
Tissue biopsy (FFPE): Sample: Formalin Paraffin-Embedded Tissue (FFPET)

Liquid biopsy (ctDNA): Sample: 10 mL of whole peripheral blood in one Cell-Free
DNA BCT STRECK vial

Result time: 10 working days



Com.Pl.i.t DX* Lung (FFPE)

Com.PLi.t DX® Lung is designed to help the treating physician select the optimal treat-
ment for patients with Non-Small Cell Lung Cancer (NSCLC) based on tumor biology.

Gene Table

ESR1 EZH2 FBXW7 FGFR1* | FGFR2* | FGFR3* FLT3 FOXL2 GNA11 GNAQ

KRAS MAP2K1 MDM2* MLH1* | MSH2* | MSH6* MTAP* | NFE2L2
POLD1 POLE PTEN* RAC1 RAF1 RNF43 ROS1 SMAD4

*CNV (amplification/deletion) analysis is included for these genes

e Jeost |t | [ | | | ] | |

IHC biomarkers can be requested as add-on

PD-L1 HER2 c-MET

Com.PlLi.t DX® Lung provides a complete molecular profile for NSCLC patients with
prognostic and predictive value, following NCCN guidelines for targeted therapies

Biomarkers with approved therapy

EGFR, BRAF V60OE, KRAS G12C, ERBB2 (DNA Sequencing)
ALK, NRG1, NTRK1/2/3, ROS1, RET (RNA Sequencing)

MET exon 14 skipping alteration (DNA & RNA Sequencing)
PD-L1, HER2, c-MET overexpression (IHC)

Emerging biomarkers

MET amplification (DNA Sequencing)

KRAS beyond G12C

FGFR1/3 alterations (DNA & RNA Sequencing)

MTAP loss

Biomarkers Associated with Inmunotherapy Resistance
STK11 inactivating mutation

KEAPT inactivating mutation
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Com.Pl.i.t DX" Lung

(Liquid & Combo)

Com.Pli.t DX® Liquid analysis provides a minimally invasive approach for selecting
optimal targeted therapies for patients. By simultaneously analyzing multiple genes,
it generates a comprehensive molecular profile of the tumor’s biology. In addition, lig-
uid biopsy analysis is ideal for detecting resistance alterations associated with targeted
therapies. This test is particularly valuable when tissue samples are unavailable or insuf-
ficient, and it can also be used alongside tissue analysis to enhance clinically relevant

information.

Gene Table

AKT1 ARAF BRAF BRCA2* CDH1 CDKN2A* | CSF1R
FGFR3* FLT3 FOXL2 | GNAT1 GNAQ GNAS HNF1A HRAS IDH1 IDH2

NOTCH1 | NPM1 NRAS NTRK1 NTRK2 NTRK3 PDGFRA PIK3CA* POLE PTEN*

STK11 TERT TP53* VHL*

* CNV (amplification/deletion) analysis is included for these genes

FGFR1 | FGFR2 FGFR3 NTRK1 NTRK2 NTRK3 ROS1 -

Combined Tissue & Liquid Testing

Simultaneous molecular testing of tissue and liquid biopsy in patients with NSCLC is
the optimal diagnostic approach.

Both ctDNA and tissue testing have appreciable false-negative rates, supporting the
complementarity of these approaches.

In addition, the parallel use of the two methods can:

o Increase the yield of targetable alteration detection.

o Allow for faster initiation of appropriate treatment




Com.Pl.i.t DX°® Colon

(FFPE)

Com.Pl.i.t DX® Colon supports physicians in selecting the most appropriate therapy
based on the tumor biology in colorectal cancer.

Gene Table

ESR1 EZH2 FBXW7 FGFR1* | FGFR2* | FGFR3* FLT3 FOXL2 GNAT11 GNAQ

KRAS MAP2K1 MDM2* MLH1* | MSH2* | MSH6* MTAP* | NFE2L2
POLD1 POLE PTEN* RACT RAF1 RNF43 ROS1 SMAD4

*CNV (amplification/deletion) analysis is included for these genes

BRAF CD274 | CLDN18 | ERBB2 EGFR FGFR1 FGFR2 FGFR3

eost | s | | | | | | | |

IHC biomarkers can be requested as add-on

HER2

In colorectal cancer, somatic alterations occur in genes involved in key signaling
pathways related to cancer development and treatment.

Biomarkers associated with approved therapeutic options include:
KRAS/NRAS wild type identifies patients eligible for anti-EGFR treatment

KRAS G12C, BRAF V600E, HER2 amplification: guide targeted therapy selection
NTRK1/2/3 & RET fusions: guide targeted therapy selection

MSI, POLE, POLD1: predict response to immune checkpoint inhibitors
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Com.Pl.i.t DX® Colon

(Liquid)

Com.Pli.t DX® Liquid analysis provides a comprehensive molecular profile through
minimally invasive sampling.

Gene Table

FGFR3* FLT3 FOXL2 | GNA11 GNAQ GNAS HNF1A HRAS IDH1 IDH2
NOTCH1 | NPM1 NTRK1 NTRK2 NTRK3 PDGFRA PIK3CA* POLE PTEN*

STK11 TERT TP53* VHL*

* CNV (amplification/deletion) analysis is included for these genes

FGFR1 | FGFR2 FGFR3 NTRK1 NTRK2 NTRK3 ROST1 -




According to the updated NCCN 2026 guidelines, molecular profiling should be per-
formed in all stage Il and Ill colorectal cancer patients. Recommended testing includes
MMR/MSI, POLE/POLD1 and PI3K pathway alterations (PIK3CA, PIK3R1, PTEN)
which can inform personalized adjuvant treatment decisions.
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Com.Pl.i.t DX° Breast

(FFPE/Liquid & Combo)

Com.Pli.t DX® Breast is designed to help treating physicians in selecting the optimal
treatment based on the biology of each patient's tumor.

Gene Table

AKT1 BRCA1* | BRCA2* | CCND1* CDH1 CDK4* CDKé6* EGFR* | ERBB2 (HER2)*
e | | ] ] | |

FGFR1 FGFR2 FGFR3 | NRGT** | NTRK1 NTRK2 NTRK3 ROS1

* CNV (amplification/deletion) analysis is included for these genes

** NRG1 gene fusion testing is available only on FFPE tissue samples.

It provides a complete molecular profile including biomarkers with approved treatments
as well as emerging biomarkers according to international guidelines.

Biomarkers with Approved Treatment

HR+, HER2— Breast Cancer:

« AKT1 « ESR1
« PIK3CA « PTEN

All breast cancer subtypes:

« BRCA1/2 « PALB2 « NTRK1/2/3 fusions
« RET fusions « MSI

Liquid Biopsy Utility

« Molecular profiling when tissue is limited or unavailable
« Disease monitoring during and after treatment
« Detection of emerging treatment resistance

Combined Testing
The combination of tissue and liquid biopsy increases diagnostic sensitivity and sup-

ports optimally targeted therapy selection.
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Com.Pl.i.t DX® in Additional Tumor Indications

Beyond lung, colon, and breast cancer, Com.PLi.t DX® is also available for additional
tumor types, including GIST, prostate cancer, cholangiocarcinoma, and melanoma.

The assay enables comprehensive genomic profiling in accordance with international
guidelines (e.g. NCCN, ESMO) and can be performed on both tissue and liquid biopsy
samples.

Com.Pl.i.t DX*

Cholangiocarcinoma
(FFPE/Liquid)

Gene Table

BRAF CDKN2A* CTNNB1 ERBB2* IDH1 IDH2 KRAS PTEN*

*CNV (amplification/deletion) analysis is included for these genes

FGFR1 FGFR2 FGFR3 NRGT** | NTRK1 NTRK2 NTRK3 ROS1

** NRG1 gene fusion testing is available only on FFPE tissue samples.

Biomarkers with Approved Treatment:

IDH1
FGFR2 fusions
NRG1 fusions

Includes tissue-agnostic biomarkers:

BRAF

ERBB2 (HER2) amplification
RET fusions

NTRK1/2/3 fusions

MSI
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Com.Pl.i.t DX® Prostate

(FFPE/Liquid)

Gene Table

BARD1 BRAF BRCA1* BRCA2* BRIP1 CDK12

PALB2* PIK3CA PMS2 PTEN* | RAD51B | RAD51C | RAD51D RAD54L RB1* TP53*

*CNV (amplification/deletion) analysis is included for these genes

FGFR1 FGFR2 FGFR3 NRG7T** | NTRK1 NTRK2 NTRK3 ROS1

** NRG1 gene fusion testing is available only on FFPE tissue samples.

IHC biomarkers can be requested as add-on

PTEN

Biomarkers with Approved Treatment in metastatic Castration Resistant
Prostate Cancer (nCRPC):

BRCA1/2
Additional HRR pathway genes (17 genes assessed in total)

Includes tissue-agnostic biomarkers:

BRAF

ERBB2 (HER2) amplification
RET fusions

NTRK1/2/3 fusions

MSI

Biomarkers with Approved Treatment in metastatic Castration Sensitive
Prostate Cancer (mCSPC):

BRCA2
PTEN deficiency
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Com.Pl.i.t DX \M\elanoma

(FFPE/Liquid)

Gene Table

ARID1A | BAP1 BRAF CDKN2A* | CTNNB1 ERBB2* GNAT11 GNAQ IDH1 IDH2

TP53*

*CNV (amplification/deletion) analysis is included for these genes

FGFR1 FGFR2 FGFR3 NRG1T** NTRK1 NTRK2 NTRK3 ROS1

** NRG1 gene fusion testing is available only on FFPE tissue samples.

Biomarkers with Approved Treatment:

BRAF

Includes tissue-agnostic biomarkers:

ERBB2 (HER2) amplification
RET fusions

NTRK1/2/3 fusions

MSI
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Com.Pl.i.t DX® GIST

(FFPE/Liquid)

Gene Table

ARIDTA* | ATRX* BRAF* CDKN2A* | ERBB2* KRAS* PDGFRA* | PIK3CA*

*CNV (amplification/deletion) analysis is included for these genes

FGFR1 FGFR2 FGFR3 NRGT** | NTRKT | NTRK2 NTRK3 ROS1

**NRG1 gene fusion testing is available only on FFPE tissue samples.

Biomarkers with Approved Treatment:

KIT
PDGFRA

Includes tissue-agnostic biomarkers:

BRAF

ERBB2 (HER2) amplification
RET fusions

NTRK1/2/3 fusions

MSI

Additional clinically relevant biomarkers:

SDH deficiency (SDHA, SDHB, SDHC, SDHD)
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