The first and only fully automated liquid biopsy assay
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CtBRAF Mutation Assay

The easiest solution to implement liquid biopsy testing
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The use of liquid biopsies has the potential
to transform cancer diagnostics and
extend the application from disease
confirmation to patient monitoring and
even early diagnosis.

Taking a tissue biopsy is an invasive method of obtaining

a patient sample, with an increased risk for complications
compared to a blood draw. Moreover, a tissue biopsy only
represents a single location of the primary tumor or a single
metastasis and doesn't represent heterogeneity found in
different nodules or areas of the tumor.

A less invasive, more convenient, rapid and cost-effective way
of obtaining this information is using plasma samples for the
diagnosis and management of cancer. In the plasma of most
cancer patients, circulating tumor DNA (ctDNA) can be found
with the same biomarker profile as the tumor tissue, making
this the ideal sample type for a wide range of applications

like mutation detection and disease monitoring!. Some tissue
biopsies are difficult to reach or provide insufficient material for
genotyping?. In these cases, liquid biopsies could become the
primary solution for proper diagnosis. During or after effective
treatment, where the tumor is hardly or not detectable, liquid
biopsies would be exquisitely suited for monitoring treatment
efficacy and early detection of relapse#°.

Prof. B. Neyns, M.D., Ph.D

Medical Oncology,
UZ Brussels, Belgium

ne potentia
" liquid biopsy  °

o,
9

&

s

Mutation detection
@ Detection of mutated ctDNA in plasma can

complement, or even replace, in certain
situations, tissue mutation detection.

Monitoring

Monitoring of treatment by means of ctDNA in
plasma is a convenient way of regular testing of
genetic changes, which is not practically feasible
by means of solid biopsies. First, the rate of
reduction of targeted mutations can be analysed
and patients can be categorized in rapid and
slow responders to treatment. Secondly, the
emergence of the original targeted mutations
and/or new upcoming resistance mutations can
be monitored in responding patients. Finally,
patients with complete responses can be further
monitored for minimal residual disease.

"The Idylla™ System has the potential to allow
the start of targeted therapy within a time
window of less than 24 hours following the
diagnosis of metastasis by analyzing tumor or
ctDNA, thereby saving precious time."



CtBRAF, the first and only fully automated liquid biopsy assay

Activating mutations in the BRAF gene are observed in about
8% of all cancers® and have been associated with sensitivity and
resistance to a number of targeted anti-cancer therapeutics.

Cancers in which BRAF mutations are observed include:
melanoma, lung cancer, thyroid cancer, colorectal cancer, hairy
cell leukemia and ovarian cancer.

These cancers associated BRAF mutations can now be studied

in plasma using the Idylla™ ctBRAF Mutation Assay, an assay -
which allows the detection of BRAF mutations directly from 1 ml . V
of plasma in approximately 100 minutes with less than 1 minute

hands-on time. The assay detects 2 different mutations in codon 7
600 of the BRAF oncogene, which can result in any of 7 codon 1 Scan sample and cartridge
changes in the BRAF protein: V60OE, €2, D, D2 and V600 K, R, M. ’

Easy and accessible liquid biopsy
testing is now within reach with
the Idylla™ ctBRAF Mutation Assay.
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Discover the benefits:

Directly from 1 ml plasma sample into the cartridge \2) Pipet plasma sample into the cartridge

Less than 1 minute hands-on time
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Total turnaround time of around 100 minutes il «f
e — 11 //

All BRAF V600 mutations present in 1 cartridge,
no need to develop different assays for each mutation.
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All mutations detected in duplicate
6 Semi-quantitative results

6 Highly sensitive and standardized

(3) Insert the cartridge into the
Idylla™ system



Highly standardized

The Idylla™ ctBRAF Mutation Assay, performed on the
Biocartis Idylla™ System, is a for "Research Use Only" Assay
for the semi-quantitative detection of V600E/E2/D and
V600K/R/M mutations in codon 600 of the BRAF gene. The
Idylla™ ctBRAF Mutation Assay extracts and amplifies BRAF
circulating tumor DNA (ctDNA) from 1 ml of plasma. The Assay

Allele detection

V600E (c.1799T>A)

VB00E2 (€.1799_1800TG>AA)
V600D (€.1799_1800TG>AC,
€.1799_1800TG>AT)

VB0OK (€.1798_1799GT>AA)
VE0OR (€.1798_1799GT>AG)
V60OM (€.1798G>A)

BRAF wild type (c.1799T)

is a sample-to result real-time PCR.
Sample type

1 mlof EDTA plasma (prepared within
4 hours after blood collection)

Total turnaround time

approx. 100 minutes

Result Reporting

Genotype call and Cq values
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About Idylla™

Biocartis' fully automated, real-time PCR-based molecular system offers fast
and easy access to high-quality biomarker data.

« Maximum flexibility: - Random access, no batching needed/required
FFPE and plasma testing on the same platform - Standardized way of working

- All reagents integrated within the cartridge - Scalable, up to 8 instruments can be

- Contamination-controlled design connected to one console

- All processing steps in one cartridge « High sensitivity & specificity

(lysis, extraction, real-time PCR)




Order information

Idylla™ ctBRAF Mutation Assay RUO 6 cartridges/box Catalog# A0071/6
Idylla™ BRAF Mutation Test CE-IVD 6 cartridges/box Catalog# A0010/6
Idylla™ Instrument CE-IVD 1 unit Catalog# PO010
Idylla™ Console CE-IVD 1 unit Catalog# P1010
www.biocartis.com
NOTICE TO PURCHASER

The MGB Probe contained in this product is covered by applicable US patents and corresponding patents outside the US and is sold
under a license from the ELITech Group. The purchase of this product includes a license to use only this amount of product solely for
the purchaser's own research use and may not be used for any other commercial use, including without limitation repackaging or
resale in any form (including resale by purchasers who are licensed to make and sell kits for use in the 5' Nuclease Process). No right
under any other patent claim or for any other use is conveyed expressly, by implication, or by estoppel. Diagnostic use rights for MGB
may be obtained under a separate license from ELItech. Corresponding products conveying commercial and diagnostic use rights for
MGB may be obtained from LTC only under a separate agreement. For further information contact outlicensing@lifetech.com or Out
Licensing, Life Technologies Corporation, 5791 Van Allen Way, Carlsbad, California 92008.

Biocartis trademark and logo are trademarks belonging to Biocartis and are used and registered in Europe. Idylla is a registered
trademark in the United States and other countries. Idylla trademark and logo are used trademarks belonging to Biocartis.

Idylla™ ctBRAF Mutation Assay is intended for Research Use Only.
Not for sale in the USA and Canada.
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