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Droplex

Droplex, is a diagnostic solution designed to provide information that is essential for the
safe and effective use of a corresponding drug for specific cancer types. It facilitates the
identification of driver mutations to guide treatment and diagnose resistance.

Droplex is a CE-marked and clinically validated assay based on Droplet Digital PCR technology
to detect target mutations with fast time-to-results using both tissue and plasma specimens.

Advantages of Plasma-based analyses

- Non-invasive compared to the surgical biopsy
- Shorter turnaround time

- Avoid repeated biopsy due to improved sensitivity

Advantages of Digital PCR |[Droplet Digital PCR Platform ]

Broad Application

I.|@D\ Option of using either tissue or
——  plasma samples

DNA Quality Check
Validated indicator of DNA quality

Quantitative information of each Advanced performance with minimum

Quantitative Result @ High Sensitivity
target mutation DNA input
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Auto Analysis Software
Easy & convenient in result analysis
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Droplex provides a comprehensive portfolio for targeted therapy and a strong pipeline
capability covering the most dominant cancer types

Cancer Solutions

Associated Cancer Category Droplex Products
IVD-CDx EGFR Mutation Test v2
Lung Cancer IVD-CDx KRAS Mutation Test v2
IVD-CDx cMET Exon14 skipping Mutation Test
Breast Cancer [VD-CDx PIK3CA Mutation Test
Melanoma Cancer [VD-CDx BRAF Mutation Test v2
Colorectal Cancer [VD-CDx KRAS Mutation Test v2
Thyroid Cancer IVD BRAF Mutation Test v2
Endometrial Cancer VD POLE Mutation Test
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Droplex EGFR Mutation Test v2
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Droplex

EGFR Mutation Test v2

Mutation Coverage

Cat No. CD002

Cancer Type Non-Small Cell Lung Cancer

Regulatory status 1VD-CDx

Compatible Sample type FFPE tissue

Plasma

Mutation variants 107
6 well-reactions/test (16 tests/kit)
Storage Temp -20°C (+/- 3°C)

- E20Ins (33 subtypes)

Mutations associated with -T790M
Resistance to TKI -C797S (3 variants) /G
EGFR Exon 18 Exon 19 Exon 20 Exon 21
(688-728) (729-761) (762-823) (824-875)
Mutations associated with - L718Q/V -E19Del - S768| -.858R(2 variants)
Sensitivity to TKI -G719A/C/S (59 subtypes) -1L861Q
- G724S

*Ins: insertion; Del: deletion

Non-Small Cell Lung Cancer

Lung Cancer is a leading cause of cancer deaths, making up almost 25% of all cancer deaths. About
80~85% of lung cancer are Non-Small Cell Lung Cancer (NSCLC) — NSCLC patients are likely to have EGFR
mutation, which hinders cancer treatment .

Lung Cancer

Non-Small Cell
Lung Cancer

85%

Squamous Cell
Carcinoma

30%

Adenocarcinoma

40%

Non-small cell lung cancer

Ohters
26.9%

MET 3%
ALK
4.4

Yoshitaka Seki, et al. Biomolecules 2015



Droplex

KRAS Mutation Test v2

Cat No. CD012

;‘ - ) C E IVD Cancer Type Colorectal Cancer
l Non-Small Cell Lung Cancer
Regulatory status 1VD-CDx
DrOP"”‘ - : i i i Compatible Sample type FFPE tissue
' = S Plasma
__ - - Mutation variants 28
I o ' 4 well-reactions/test (24 tests/kit)

Storage Temp -20°C (+/- 3°C)

Mutation Coverage

-A59T/E/G
-Q61K/K/E/P/R/L/H/H
KRAS — Exon 2 — Exon 3 . Exon 4 —_
-G12C/S/R/V/D/A -KT17E/R/N/N
-G13D - AT46P/S/T/G/V/I

Colorectal Cancer & NSCLC

Colorectal Cancer is one of the cancers with the most incidents & mortality rate around the globe.

KRAS mutation is the most common driver mutation in colorectal cancer patients which accounts about
30~40% of total cases. KRAS G12C mutation is also an important mutation for NSCLC patients, which
occurs in 13% of all NSCLC cases.

Colorectal Cancer NSCLC

Codon 12/13

Codon 12/13 of Eon 2
96.4%

Nen-actionable

~60%

G12C 8.3%

G12A5.9% ALK 2%

|
Others 1% Codon 59/611.3%  G12S5.7% G12R1.3% RET 1% —— METex14 2%
Codon 117 0.2% NTRK <1% BRAF V600E 2%

Codon 146 1% ROST1%

Roman, M., Baraibar, I, Ldpez, I. et al. KRAS oncogene in non-small cell lung cancer: clinical perspective: Dinu D, Dobre M, Panaitescu E, Birla R, Ic
on the treatment of an old target. Mol Cancer 17, 33 (2018). https://doi.org/10.1186/512943-018-0789-x Constantinoiu S, Ardeleanu C gnostic
inco
PMIC

ancer--pr tudy. J Vv
25713627, PMCID: PMC4316144
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Droplex cMET Exon 14 Skipping Mutation Test
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Droplex

cMET Exon 14 Skipping Mutation Test

Cat No. CD007
C € IVD Cancer Type Non-Small Cell Lung Cancer
Regulatory status 1VD-CDx

gg_, =N ¥ Compatible Sample type FFPE tissue
. . S - Whole Blood RNA
- o
® & © Mutation variants Exon 14 skipping
2 Well-Reactions/Test (24 tests/kit)
Storage Temp -20°C (+/-3°C)
Mutation Coverage
Wild-type cMET
Exon N Exon N Exon 13 Exon 14 Exon 15

cMET Exon 14 Skipping Mutation

cMET MT

e 9 e 9

Exon N Exon N Exon 13 Exon 15

Non-Small Cell Lung Cancer

In NSCLC, the frequency of cMET Exon14 Skipping mutation is very low (1~4%), but cMET Exon14
Skipping mutation is related with NSCLC-drug resistance. When MET Exon 14 skipping occurs, the MET
pathway, which plays an important role in cell signaling, proliferation, and survival, is overstimulated and
causes proliferation of cancer cells.

Non-small cell lung cancer (n=1770) Never smoking lung adenocarcinoma(n=904)

NRG1 Fusions
0.1%

AKT1 mut

0.3% EGFR mut. EGFR mut.
MET exon 50.3% MET exon Unknow 74.5%
143§k\pp|ng 14 skipping 6.7%
1.3% 1.9% \
ROS1 Fusion ARAF MUt

0.6%
RET Fusion _

0.1% /
NRG1 Fusions// KRAS mut.
1.1% T

0.2% /
ROST Fusion 0.8%
RET Fusion 1.6%

FGFR1/3 Fusion
1.0% /

!
BRAF mut.

ALK Fusion HER2 Insertion ALK Fusion BRAF mut.  HERZ Insertion
4.3% 1.1% 2.0% 6% 1.0% 3.5%

Fujino T, Suda K, Mitsudomi T. Lung Cancer with MET exon 14 Skipping Mutation: Genetic Feature, Current Treatments, and Future Challenges. Lung Cancer (Auckl)
2021 May 20;12:35-50. doi: 10.2147/LCTT.S269307. PMID: 34295201; PMCID: PMC829019



Droplex

BRAF Mutation Test v2

Cat No. CDO11

) ., 5 C E IVD Cancer Type Papillary Thyroid Cancer
\ Melanoma

Regulatory status 1VD-CDx
& - Compatible Sample type FFPE tissue

r;. S © S Mutation variants 2
1 well-reaction/test (24 tests/kit)
Storage Temp -20°C (+/-3°C)

Mutation Coverage * Melanoma: vemurafenib

BRAF —— Exon 15

-V600E (2 subtypes)

Papillary Thyroid Cancer

Thyroid cancer is the most common malignant tumor that occurs in the endocrine system and occurs
at a younger age than other malignancies. Papillary Thyroid Carcinoma (PTC) accounts for about 80%
of all thyroid cancers and is characterized by spreading along the lymphatic system. About 30~ 60% of
PTC patients has BRAF mutation, which is found in codon 600. Melanoma, NSCLC and Colorectal Cancer
patients also are guided to screen BRAF mutation for targeted therapy.

R

0.003%

BRAF

Codon 600 ——
99.7% v—
VvV —_—
V600E Vi
99.9%
BRAF Test

Non-Codon 600 /
0.29%

Limaiem F, Rehman A, Mazzoni T. Papillary Thyroid Carcinoma. [Updated 2022 J
atro SK, Kaur N, Panda NK, Budhiraja nderstanding Malignancies of the Thyroid Glz
ead Neck St 2018 De (4):482-489. doi 100 120 3-1492-3. Epub 20

ZA 1S9 UoneINiN 4vdg xa|doug
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Droplex

PIK3CA Mutation Test

S Cat No. CD006
gt - C € IVD Cancer Type Breast Cancer
Regulatory status 1VD-CDx

Drop‘@x - = = Compatible Sample type FFPE tissue
e . - . . Plasma
. wet? ® o Mutation variants 11
. 4 well-reactions/test (24 tests/kit)
v w \ Storage Temp -20°C (+/-3°C)
Mutation Coverage * PIK3CA: Alpelisib
PIK3CA — Exon 7 — Exon 9 — Exon 20 —

- C420R -E542K “H1047R/L/Y
- E545K/A/G/D
- Q546E/R

Breast Cancer

Breast Cancer is the most common cancer in women, and is a second leading cause of death in Women.
ER+ and HER2- type tumor accounts for about 71% of all Breast cancer patients, and, 40% of those BC
patients have PIK3CA mutations

When a patients has PIK3CA mutation, they are likely to be resistant to the chemotherapy. Therefore, knowing
the existence of PIK3CA mutation is important in treating breast cancer patients with appropriate drugs.

HER+/HER2- Breast Cancer Patients

40% of people with HR+/HER2- breast cancer have a

PIK3CA mutation in their tumor
|

\
% .ll . i
Endocrine Resistance Shorter mPFS
[Inn
PIK3CA mutations have been identified in A more aggressive disease can lead to shorter

patients with endocrine resistance median time to tumor progression or death



Droplex

POLE Mutation Test

Cat No. CD008
IVD Cancer Type Endometrial Cancer

Regulatory status 1VDs

Compatible Sample type FFPE tissue
Mutation variants 6

3 well-reactions/test (32 tests/kit)
Storage Temp -20°C (+/-3°C)

W W
Mutation Coverage
POLE — Exon 9 — Exon 13 — Exon 14 —
- P286R -V411L (2 subtypes) - A456P
. 8297F - S459F

Endometrial Cancer

Endometrial Cancer is one of the increasing concern cancer type for women over the years. Globally, the risk
is also increasing - according to the WHO in 2018, it ranked fourth in the prevalence and mortality of cancer
among women.

Although POLE Mutation is shown in only 9% of (Endometrial cancer) EC patients, it is an important subgroup
of Endometrial Cancer, because they are indicator of relatively good prognosis for patients

1078 || 3 2013 Endometrial Cancer

POLE

In 26 of 43 countries around the world 90%
Endometrial cancer
diagnoses increased

60
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Droplex Portfolio

| Droplex EGFR Mutation Test v2

Cat. No. CD002

107 mutations in EGFR gene

IVD-CDx for Non-Small Cell Lung Cancer (NSCLC)

6 well-reactions/Test (16 tests/kit)

oM1 oM2 oM3 om4

OM5

OM6

Internal
Control

E19Del | T790M | L858R | E20Ins | G724S | C797X = S768l

L718X | G719X | L861Q

| Droplex KRAS Mutation Test v2

_ IVD-CDx for Colorectal (CRC)
\ and Non-Small Cell Lung Cancer (NSCLC)
apwx — 2 i i
pr Sy Y HF 28 mutations in KRAS gene
® 2 4 well-reactions/Test (24 tests/kit)
oW Cat. No. CD012
oM1 omM2 oM3 OoM4
Internal Internal Internal
G12X,G13D Control K117X G12C A59X, Q61X Control A146X Control

| Droplex cMET Exon14 Skipping Mutation Test

Cat No. CD007

over 100 different mutations

IVD-CDx for Non-Small Lung Cancer

2 well-reactions/Test (24 tests/kit)

oM2

cMET Exon14 Skipping Internal Control cMET

Internal Control




| Droplex BRAF Mutation Test v2

IVD for Papillary Thyroid Carcinoma (PTC) and Melanoma
V600E mutation detection (2 subtypes)

1 well-reaction/Test (24 tests/kit)

A Cat. No. CDO11

oM

V600E

Internal Control

| Droplex POLE Mutation Test

IVD for Endometrial Cancer (EC)
6 mutations in POLE gene

prop‘@' | EEECN
=n R . 3 well-reactions/Test (32 tests/kit)
- e T
e Cat. No. CD008
L=C I =t
OM1 OoM2 oM3
P286R Internal Control S297F V411L S459F A456P

| Droplex PIK3CA Mutation Test

IVD-CDx for Breast Cancer (BC)

11 mutations in PIK3CA gene

4 well-reactions/Test (24 tests/kit)
B Cat. No. CD006

oM1

omM3 om4

Internal

E545K Control

H1047R

ES42K

H1047L | Q546E = E545G | H1047Y | Q546R | C420R = E545D

LL



Droplex
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GENCURIX, Inc.

15F, 243, Digital-ro, Guro-gu, Seoul, 08382, Republic of Korea
TEL +82-2-2621-7038 | FAX +82-2-2224-7630 | www.gencurix.com

Distribution in Germany:

= BIOTYPE

BIOTYPE GmbH, Moritzburger Weg 67, 01109 DRESDEN, GERMANY
TEL +49-351-8838-400 | FAX +49-351-8838-403 | www.biotype.de
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