Clinical and Analytical Validation of a Comprehensive Al-powered Colorectal Tumor Content and
Macrodissection Algorithm

William C. Edelman’, Rebecca C. Wyatt'!, Donna Mulkern', Hannah Moore!, Peter Caie'

)

a

hrane@indicalab.com
info@indicalab.com

'Indica Labs, Albuguerque, NM, United States.

CLINICAL DEPLOYMENT \
BACKGROUND

CRC_ExtVal_clinical_202... PATIENT - DOB -

Status ® Ready to Dissect MRN - SEX Unspeci...

: . . . . Figure 6. ICC statistic is calculated
T T Inter-Pathologist Agreement of Tumor Content Estimation With and ujng continuous % tumor cell

Without CRC Macrodissect Al content. Fleiss' kappa statistic is
calculated after binarizing the %

0.9 tumor cell content based on a
20% cut-off. Both measurements
demonstrate higher agreement of
tumor content by pathologists
0.7 when assisted by CRC

We present the external validation of an Al-based algorithm designed to rE. | o Macrodissect Al.
standardize tumor content assessment, aid macrodissection region selection and | & R e e N ek N '
enhance scoring reliability to maximize efficiency in colorectal (CRC) molecular Y Gl | R 05
pathology. T e TR N L S Nabdeverer E e 0.
g e o o 107 ¥ ~' ' - | j = ) / / 7 03
- | 1)) : 0.2

CRC MACRODISSECT Al WORKFLOW /

0.1

LABEL NOT % Tumor Content, WSl I . ICC Fleiss's Kappa

AVAILABLE % Tumor Content, Disse... ) . . .
B Without Al Assistance B With Al Assistane

As targeted cancer therapies continue to be developed the demand for molecular testing
on tissue samples has also increased. Accurate tumor content scoring is crucial for
reliable molecular testing. However, manual scoring is time-consuming and suffers from

inter- and intra-observer variability, affecting sample preparation and the molecular test. 0.8

Figure 4: CRC Macrodissect Al launched in HALO AP®, a browser-based case management system where researchers and clinicians can collaborate on slide
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macrodissection ROI (yellow annotation) are displayed in the slide tray and within the assay results window.
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Figure 1: H&E slides are scanned and input into HALO AP®, where CRC Macrodissect Al detects all tissue present on the slide, removing background
glass and artifacts from the analysis. Benign epithelial and regions of necrosis are classified separately. The benign epithelial cell count is added to the
tumor content results. Remaining cells are then phenotyped as either ‘tumor’ or ‘other’ cells. A detailed tumor density heatmap is generated, which
assists pathologists in creating precise ROl annotations for downstream macrodissection. The software displays the whole slide and macrodissection
region tumor content results in the user interface.
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(B) Pathologist algorithm-assisted scoring. Pathologist tumor content scoring is more standardized when scoring with CRC
Macrodissect Al.
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