Predic�ve Discovery
Precision Diagnos�cs

LIQUID BIOPSY

Transforming Cancer Diagnosis Through Liquid
Biopsies

At Fluxion, we’re commi�ed to developing liquid biopsy technologies that provide
non-invasive diagnosis of each pa�ent’s cancer. Our goal is to deliver blood tests
that provide an accurate, sensi�ve cancer profile, leading to be�er treatment
decisions and improved pa�ent outcomes.

REVOLUTIONIZING CDx
Fluxion Conquers Cancer with Precision Non-Invasive
Diagnosis for Both CTCs and cfDNA
Fluxion’s liquid biopsy solu�ons are used globally in the development of novel
assays for early cancer detec�on, therapy selec�on, and pa�ent monitoring.
Our two core technologies overcome the signal-to-noise challenge inherent in
liquid biopsies: our IsoFlux CTC pla�orm and Spotlight NGS liquid biopsy panels
for cfDNA deliver the highest levels of sensi�vity and specificity, delivering on the
promise of liquid biopsies to change cancer diagnosis and treatment.

ISOFLUX CTC SYSTEM
Benchtop Solu�on for High-Sensi�vity CTC Isola�on and
Analysis from Liquid Biopsy Samples
Based on Fluxion's patented microfluidics, the IsoFlux system combines the power
of an�body-based magne�c bead separa�ons with the precision of flow cytometry.
The IsoFlux system enriches intact rare cells from biological samples and prepares
them for further analysis. It gives you immediate access to high quality, viable cells
in a high-density format, ready for use in the applica�on of your choice. The IsoFlux
system's superior performance is proven daily in labs around the world, se�ng
standards for CTC isola�on efficiency, purity, and ease of use.
High throughput processing of up
to 16 samples per day (4 samples
in parallel)
Numerous standard and custom
an�body enrichment op�ons
Validated using thousands of
samples across key solid tumor
types, including lung, colorectal,
breast, prostate, pancrea�c,
kidney, liver, and bladder
Validated to recover CTCs even
during early-stage disease
Complete kits and workflows for
enumera�on, protein detec�on,
and NGS

Superior Enrichment
Combining Microflow Cytometry and Immunomagne�c
Bead Separa�on For Ul�mate Cell Enrichment
The IsoFlux system u�lizes a number of different kits for isola�on of CTCs and other
rare cell types from biological samples (whole blood, frac�onated blood, ascites,
etc.). Each kit incorporates eight IsoFlux microfluidic cartridges for high-sensi�vity
immunomagne�c enrichment and the reagents necessary to perform posi�ve cell
enrichment for eight samples.

Sample Loading
A biological sample is prepared with magne�c par�cles.
The sample is loaded into the inlet of the IsoFlux
microfluidic cartridge (up to four cartridges at one �me).
Cells remain viable and can be cultured post-enrichment.

Cell Enrichment
The sample flows through the microfluidic channel and
reaches an isola�on zone. This expanded cavity causes
the cells to slow down as they pass through an external
magne�c field. Labeled cells get pulled upwards against
the force of gravity, then washed, resul�ng in a highintegrity, high purity separa�on.

Cell Retrieval
The magne�c cap holding the enriched cells is place on a
microfuged tube. This tube is picked up and inverted to
resuspend the cells in the elu�on buffer. The enriched
cells are now ready for further analysis.

ISOFLUX CYTATION IMAGER
Fully Integrated Imager for Automated Scanning and
Detec�on of CTCs from the IsoFlux System
The IsoFlux Cyta�on Imager is designed specifically for CTC enumera�on and
protein detec�on by fluorescent imaging. The IsoFlux Cyta�on Imager comes preconfigured with the filters, objec�ves, and so�ware configura�ons necessary for
automated scanning of IsoFlux-generated CTC samples.
The IsoFlux Cyta�on Imager integrates easily with the IsoFlux CTC enrichment and
enumera�on workflows, allowing automated CTC enumera�on without the
complexity of tradi�onal inverted microscopes.
So�ware comes pre-configured for
CTC image acquisi�on using the
IsoFlux CTC Enumera�on Kit
Performs scanning and iden�fica�on
of likely CTCs in less than 10 minutes
per sample
Reduces the overall �me required
per sample compared to standard
microscopy by 3X
Fully featured: Automated XY stage,
auto capture, and objec�ves
Includes protocols for the automated
iden�fica�on of likely CTCs
Available fourth fluorescent channel
for addi�onal protein marker
detec�on (e.g., AR-V7, etc.)

ENRICHMENT AND ANALYSIS KITS
Get Enriched Cells Ready for NGS, Enumera�on, Protein
Detec�on, Culturing, and ddPCR

Enhanced CTC Kit

CTC Enrichment Kit

Validated for most applica�ons, and
recommended for the high purity NGS
workflow. Recovery based on EpCAM
and EGFR.

The first IsoFlux kit commercially
available. Validated for high sensi�vity
recovery of CTCs. Recovery based on
EpCAM an�gen presence.

EMT Enrichment Kit

Rare Cell Enrichment Kit

Validated to recover both epithelial and
mesenchymal cell types, this is the most
comprehensive set of recovery markers:
three mesenchymal markers plus
EpCAM and EGFR.

Designed for maximum flexibility. The
magne�c bead surface is coated with
pan-mouse IgG molecules, allowing
users to couple their own an�bodies to
the beads for targeted cell capture.

Hop Right into Downstream Work with Our Analysis Kits
IsoFlux Enumera�on Kit

IsoFlux NGS DNA Kit

For enumera�on of CTCs in IsoFlux
samples using immuno-fluorescence.
Contains enough reagent to stain 200
IsoFlux samples.

Prepares the recovered CTCs for
genomic analysis. The kit contains
purity enhancement columns and WGA
reagents, producing DNA ready for NGS
library prep or PCR.

PERFORMANCE WHERE YOU NEED IT
High CTC Recovery with Superior Transferability to
Downstream Analysis
The IsoFlux system delivers high quality
CTC enrichment with consistent, reliable
performance.
Valida�on tes�ng has demonstrated
superior CTC recovery across a wide range
of pathologies.

Superior Clinical Performance
High recovery of CTCs is cri�cal to ensuring enough
cellular material to perform downstream analysis
from a high enough percentage of pa�ents. In this
experiment, a prostate cancer cell line (PC3) was
spiked into samples of 7mL healthy donor blood
(N=36) at varying concentra�ons, ranging from 0300 target cells. Average recovery was 74% (Rsquared = 0.94).

Whole blood samples (N=129) were collected from
cancer pa�ents across mul�ple tumor types and
stages. Over 81% of these pa�ents had > 5 CTCs, an
amount that is above the limits of detec�on for
many molecular assays.

Applica�ons
The IsoFlux magne�c cap moves captured cells
directly into a microfuge tube with high transfer
efficiency. In this experiment, PC3 cells were spiked
into 7mL whole blood and enriched with the IsoFlux
system (N=8). One group of samples was counted
directly on the collec�on tube and the other was
counted a�er transfer to the collec�on tube.
Transfer efficiency was over 93% across the range.

Next genera�on sequencing
Enumera�on
Protein detec�on
Culturing
ddPCR

SPOTLIGHT NGS PANELS
Ultra-Sensi�ve Soma�c Muta�on Detec�on from Liquid
Biopsy Samples
Spotlight panels offer ultra-sensi�ve variant detec�on from low input quan��es of
DNA. Op�mized for Illumina sequencers, the high sensi�vity of Spotlight makes it
ideal for cfDNA extraced from blood samples.
Combined with ERASE-Seq, Fluxion’s sta�s�cally powered variant caller, Spotlight
panels deliver superior sensi�vity and specificity to 0.1% allele frequency and below.
Compa�ble with cfDNA and CTCs from Fluxion’s IsoFlux isola�on system, Spotlight
panels create a complete sample-to-answer assay for high sensi�vity muta�on
detec�on of solid tumor cancers from blood samples.

Results can be tailored based on desired performance, DNA input, and sequencing costs
Turnkey solu�on for library genera�on in a single kit, including sequencing adapters and
sample indexes
Simple cloud-based interface included with kit purchase: upload FASTQ files and retrieve an
Excel report and VCF file within 24-48 hours
No UMIs (molecular IDs) required: increases sensi�vity, reduces bias and assay complexity
No primer trimming required
Star�ng input quan��es as low 20 ng total DNA

SPOTLIGHT PANEL INNOVATION
A Background-Aware Variant Caller with Inter-Sample
Sta�s�cal Processing- Be�er than UMIs
Spotlight panels u�lize the proprietary ERASE-Seq variant caller. ERASE-Seq
(Elimina�on of Recurrent Ar�facts and Stochas�c Errors) func�ons by quan�ta�vely
modeling the background error profile of normal controls that have gone through
the library prep and sequencing process in order to establish the inherent noise
distribu�on for each possible variant.
The background modeling is done once and then
embedded in the ERASE-seq algorithm. Variant calls
are then made by comparing sample sequencing data
to the background error distribu�on, providing large
increases in both sensi�vity and specificity. To further
improve detec�on sensi�vity, samples are split into
two or more molecular amplifica�on pools (MAPs) to
allow sta�s�cal tes�ng between the pools and to the
background model.
The use of this inter-sample sta�s�cal analysis, as
opposed to the more typical intra-sample QC metrics,
provides
Observed Variant in Spotlight 59 Amplicon Panel

substan�al

performance

gains.

This

approach eliminates both random errors and
systema�c biases inherent in all sequencing
workflows. ERASE-Seq delivers superior detec�on
sensi�vity to 0.05% allele frequency (AF), with a false
posi�ve rate 10X lower than leading molecular
barcode approaches. ERASE-Seq analysis is accessed
by uploading raw fastq files via secure upload to a
HIPAA-compliant cloud-based server using the
ERASE-Seq applica�on, returning VCF and Excel
reports.

Observed Variant in Spotlight 59 Amplicon Panel

True posi�ves are shown in red and noise is shown in
black. (A,D) A spiked DNA mixture is analyzed using
the Spotlight 59 amplicon panel. The 19 SNVs and
one indel that ranged down to 0.1% expected allele
frequency are detected with perfect sensi�vity and
specificity using ERASE-Seq.

BROAD RANGE OF NGS PANELS
Op�mized to Cover All of Your Liquid Biopsy Needs
SPOTLIGHT 59

SPOTLIGHT TP53

All-in-one liquid biopsy panel for
ultra-sensi�ve variant detec�on
from cfDNA offering comprehensive
and hotspot coverage of 59
clinically-relevant oncology-related
genes.

Comprehensive coverage of all
coding regions of tumor protein 53
(p53) gene containing 21 amplicons
with a total coverage size of 1.8 kb.

SPOTLIGHT EGFR

SPOTLIGHT MYELOID

Con�guous coverage of EGFR and
hotspot coverage of BRAF, KRAS,
and NRAS using a 17-amplicon
design.

Comprehensive
and
hotspot
coverage of clinically relevant
myeloid genes implicated in acute
myeloid leukemia, myelodysplas�c
syndrome. and myeloprolifera�ve
neoplasms.

SPOTLIGHT CUSTOM
Customized, comprehensive targeted sequencing providing a powerful solu�on for
detec�ng ultra-low frequency soma�c muta�ons. Provide use with the target genes/
regions and we will custom-design a cost-effec�ve solu�on.

LAB SERVICES
Your Study. Our Technology. Immediate Results.
Fluxion provides analy�cal services for a diverse range of liquid biopsy and CTC
applica�ons. Our lab services enable you to get results quickly and efficiently using
Fluxion’s state-of-the-art technology and laboratory facili�es. You design the study,
we process and analyze the samples, you get the data…it’s that simple.

Your samples or ours
Studies can be run with analy�cal samples and clinical samples (whole blood, apheresis, bone
marrow aspirate). Clients can arrange for their own samples to be sent to our labs for processing,
or Fluxion can source samples to your specifica�ons from our network of clinicians.

cfDNA or CTCs
Whether your interest is CTCs, cfDNA, or both; Fluxion has the technology. Our NGS solu�on,
ERASE-Seq, delivers ultra-sensi�ve muta�on detec�on by NGS for cfDNA samples. Fluxion provides
CTC isola�on using the IsoFlux System, offering the highest levels of cell recovery and purity, with
a broad range of analysis op�ons.

You select the isola�on marker
Thinking about moving beyond EpCAM? IsoFlux enables you to choose one or more markers to
enrich cells from the bulk sample. Fluxion can run studies that include any combina�on of isola�on
markers such as EpCAM, EGFR, vimen�n, N-cadherin, MUC1, and more.

A diverse range of downstream analysis op�ons
Fluxion offers a wide range of molecular analyses, including cfDNA and CTC sequencing, CTC
enumera�on, gene expression, protein marker detec�on, and more. Have your own analy�cal
process? Fluxion can also prepare CTC samples for outside analysis by moun�ng on slides,
recovering DNA/RNA, and complete NGS workflows with our ultra-sensi�ve ERASE-Seq
technology.

Recent projects include:
Op�miza�on of a new capture an�body for prostate
cancer
Liquid biopsy lab tes�ng for a Phase II/III clinical trial of
a novel pancrea�c cancer therapeu�c
NGS of cfDNA for ultra-sensi�ve liquid biopsy
detec�on of lung cancer variants
Variant calling of exis�ng NGS data using the ERASESeq pipeline
Custom NGS soma�c muta�on panel development for
melanoma liquid biopsy

fluxionbio.com
fluxionbio
fluxionbiosciences
fluxion-biosciences

1600 Harbor Bay Parkway, #150
Alameda, California, 94502
United States of America
Toll Free: (866) 266-8380
Main: (650) 241-4777
Fax: (650) 873-3665
General: info@fluxionbio.com
Sales: sales@fluxionbio.com
Orders: orders@fluxionbio.com
Support: support@fluxionbio.com

