A Multi-omic Liquic Biopsy for Early Colorectal Cancer Detection
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STATE OF PLAY CREATE-2 (USA) STUDY DESIGN & PATIENT COHORT CREATE-2 (USA) ENROLLMENT & CRITERIA

* Colorectal cancer (CRC) is one of the most common and * CREATE-2 is a prospective, multicenter, case-control study, with | | * Patients were recruited across various clinical sites in the USA from January
deadliest cancers worldwide, and incidence rates are rising.. collection sites across the UK and USA. Table 1. CREATE-2 (USA) Patient cohort demographics to November 2024.

* Early detection can improve the survival rates and quality of life The study aims to determine the diagnostic accuracy of a blood Colorectal | Advanced Non- * 856 patients were recruited prospectively by Precision for Medicine, a

of affected patients, along with early intervention.? test for early detection of CRC in an average-risk population. Characteristics Cancer |Precancerous | Advanced | Negative contract research organization (Protocol # PFM064), and 101 were obtained

* The preferred screening choice is still debated, due to: The USA patient cohort consisted of 957 participants in tota ((CR;;) Le?“';‘;;')’") "e;‘i°“3('3“1‘)“') (n=421) from biolbanks (Precision for Medicine, USA; BiolVT, USA).
. thelack of available resources, recruited pre-colonoscopy or pre-surgery: 48 CRC, 157 advanced Age, years
i. theinvasiveness of colonoscopy; precancerous lesions (APL), 331 non-advanced lesions (NAL) anc '

Mean 64 61 61 58 60 .
421 with a negative colonoscopy diagnosis (Table 1). Min-max| 42-83 30-80 45-83 40 _8D 30-83 * Participants aged 45to 85 years

The patients have been classed into disease groups based on the Sex, n (%) *  Asymptomatic
following criteria: Female] 19(396) | 84(585) | 172(520) |242(575)| S517(540) *  Ataverage risk of colorectal cancer

strategy. | | Male| 29(604) | 73(465) | 159(480) |179(425)| 440(460) | |
.. CRC:adenocarcinoma, stages|tolV; Race,n (%) Intending to undergo a standard-of-care screening colonoscopy

&, . APL:any size adenoma with high-grade dysplasia/carcinoma Asian| 0(0.0) 0(0.0) 4(12) 3(07) 7(07) Wiling to consent to blood draw prior to pre-bowel preparation
v in situ or with villous growth pattern (=25%), and any Black or African administration within 90 days of the date of the investigational blood

Inclusion criteria:

. therelatively low sensitivity of stool-lbased tests.
* Blood-based CRC detection offers an attractive screening

. 1(21) 21(13.4) 40 (121) 45 (10.7) 107 (11.2)
adenomay/lesion/polyp =10 mmin size; American o &5 555 555 55 draw.
White| 44 (917 128(81.5 283(85.5) |363(86.2)| 818(855
. NAL: <3 adenomas/lesions/polyps <10 mmin size;

TECH NOLOGY Other or

V. Negative: no findings on colonoscopy or histopathology. Unknown

3(6.3) 8(5.1) 4(12) 10(2.3) 05 (2.6)

Exclusion criteria:

* The Dxcover® Liquid Biopsy Platform is a rapid, multiomic, Diagnostic models have been trained by cross-validation Ethnicity, n (%) »  Symptomatic patients

blood-based liquid biopsy employing infrared spectroscopy.? strategies to independently predict the presence of disease in Hispaggr?c: 2(4.2) 9(57) 10(3.0) 14(3.3) 35(37) *  Known diagnosis of inflammatory bowel disease

* This technology interrogates a blood sample with infrared unknown samples. _Hi i . i i
> gy g es al _ P | | Non Hlspanlc_z ol ,, ©17) 120 (82.2) 308(931) |296(041)| 877(9L6) Prior history of cancer of any type
radiation and produces a distinctive signature that represents * The nature of the technology also allows for the diagnostic models Non-Latino Currently taking (or history of) any anti-neoplastic or disease-modifying
the whole biomolecular profile of the sample (Figure 1). to be tailored towards higher sensitivity (or specificity) depending Unknown| 2(4.2) 19(12]) 13(3.9) 11(26) 45(4.7) anti-rheumatic drugs (DMARDS).

* The system allows the analysis of the full range of diagnostic on clinical priorities and international healthcare markets.
information from both the tumor and the non-tumor response,
rather than focusing on single biomarkers.
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* The Dxcover Liquid Biopsy Platform leverages IR light and Al to provide

* Discriminating between CRC vs (APL + NAL + R . . L
/\_\f\ Negative) Mmultiomic spectral analysis for diverse applications.
01 The study shows diagnostic performance for early-stage detection of CRC

* AUC =0.95 (Figure 2). _ _
with an AUC of 0.95 and Stage |-ll detection rate of 95%.

* When specificity was tuned to 90% for the _ o _
The Dxcover platform has also demonstrated its utility in multi-cancer early

CV, the resulting test set sensitivity and _ N _ _ _ _
. o/ o/ . detection, exosome profiing, and potential for integration into
specificity were 90% and 89%, respectively. _ o _
pharmaceutical research pipelines (Figure 4).

* The diaghostic model accurately predicted.: The platf . _ _ abl Ution for hishth Nout
o Thi il in A - e platform offers a non-invasive, scalable solution for high-throughpu
This technology may be utilized in different ways depending on . 75%of stage|(3/4) CRC IO _ _ | iUt | 8 g_ P
Mmultiomic analysis, supporting advancements in diagnhostics, translational

the desired clinical application, such as: . ,
. an additional gate-keeping test, reducing the number of I 100% of stage | (15/15) CRC A research and clinical trials endpoints, such as minimal residue disease
. 938% of stagelll (14/15) CRC | % (MDR) detection.

patients going to further tests for definitive diagnoses

- o) \v. 100% of stage |V (6/6) CRC. of v @M4)  I@SAS)  W@4nS)  M(6/6)  Unknown(s/e)
(Flgure ) 10 09 08 07 06 05 04 03 02 0.1 0.0 CRC STAGE O@ <A(\)|:->|—PI_||_||E(|)QA?'|>(<)NS
- . ey = = . 1 1 1 1 ] - _ Specificity
an add-on test, improving sensitivity of early detection A rapid liquid biopsy that Is sensitive to early <«

efforts and directing more patients to colonoscopy stage CRC could substantially improve patient NOVELSAMPLE > S < BIOPHARMA
(Figure ZB) outcomes. Current screening programs have Figure 2. A) The mean receiver operating characteristic curve for the classification of CRC against all other ANALYSIS B [ ¢ ; J | INTEGRATION

addressable ”mitationsl and the emergence gSroups (APL + NAL + Negative), showing the trade-off between sensitivity and specificity. AUC denotes the

Figure 1. IR spectral profile of human blood plasma collected in a Streck® tube.
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* All the results presented in this poster are base_d on spectral of new alternative technologies is vital to area under the curve. B) The detection rates split by stage, when tuned to 90% specificity for the cross-
cdata alone, yet there may e scope to Improve test validation.

performance when combined with additional information, support earlier CRC detection.

such as biomarker data, complementary technologies or D;é(l\;?gel\l N %) APlatform Technology TN\ <« gﬁrég\z\éﬁrg
clinical risk factors.z ! For Multiple Applications

[ Cancer ]% Figsure 4. The Dxcover Platform can provide information from a variety of sample
F fp § Detection Test Eggm}c/e . ] ] i ]
| %ESE‘SWG . types to derive biological information.
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* When specificity was tuned to 90% for the CV, the model achieved.
. 29% of APL detected (Figure 3)
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