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MAIN CLINICAL VALIDATION STUDY
CREDENCE

Cleerly® ISCHEMIA™ accurately identified coronary ischemia as
determined by invasive FFR.

In a retrospective analysis of symptomatic patients from the CREDENCE
derivation and validation cohort (=307 and n=305, respectively), the
diagnostic performance by AUC on per-patient level was 0.80 for Cleerly
ISCHEMIA, 0.69 for FFRcT and 0.65 for MPI; per-vessel data is below.

CREDENCE: Per vessel (n=868)

0.9
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AUC Accuracy
Cleerly ISCHEMIA M FFRcT H MPI
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EXTERNAL VALIDATION STUDY #T

(PACIFIC)?

Cleerly ISCHEMIA had higher diagnostic accuracy than myocardial
perfusion imaging (mainly SPECT) and FFRCT."

In a post-hoc analysis of the PACIFIC study, Cleerly ISCHEMIA was
compared to FFRcT, 150-H20 PET and SPECT to predict invasive FFR=
0.8 as reference standard. On a per-patient basis Cleerly ISCHEMIA (AUC
0.91), FFRcT (AUC 0.90) and PET (AUC 0.88) performed similarly, outper-
forming SPECT (AUC 0.71) in predicting ischemia.

ROC for predicting FFR<0.8 (per patient)

0.8

AI-QCT
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= FFR-CT
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PACIFIC: Per vessel (n=612)
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EXTERNAL VALIDATION STUDY #2
(CHIOU ET AL)?

Cleerly ISCHEMIA compared favorably to FFRCT against invasive
adenosine FFR.

In a single center 43 month retrospective review of 442 patients referred
for CCTA and CT-FFR. The per vessel ischemia prediction for Cleerly
ISCHEMIA and FFRcT, are shown.

Chiou et al: Per vessel (n=53)
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EXTERNAL VALIDATION STUDY #3

(KARLSBERG ET AL)*

Cleerly ISCHEMIA performed well compared to FFRCT in prediction of
myocardial ischemia.

In a single center study of 35 patients and 42 vessels. Specificity was the
only significantly different per-vessel measure between Cleerly ISCHEMIA
and FFRcT (76% vs 44%; p = 0.031).

Karlsherg et al: Per vessel (n=42)
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Performance for prediction of myocardial ischemia defined as FFR<0.8 or iFR<0.89
N=35 patients and 42 vessels

Endpoint
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B FFRcT
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DIAGNOSTIC PERFORMANCE AND PROGNOSTIC
COMPARISON WITH ™0-H,0-PET?®

Cleerly ISCHEMIA improves risk stratification.

This study compared the prognostic value of Cleerly ISCHEMIA for clinical
events among 864 patients undergoing '*0-H,0-PET perfusion imaging
with 7.7 years of mean follow-up. A positive Cleerly ISCHEMIA score was
associated with a 1.5-fold increased adjusted rate of long-term death, M,
or unstable angina. Positive Cleerly ISCHEMIA score was also associated
with a significantly higher rate of MACE among patients with normal
perfusion.

Adjusted Kaplan-Meier Curves of the Primary Endpoint and Components

Death, MI, uAP

1.00
0.751
0.501
HR 1.96 (95% Cl 1.50-2.57), p<0.001
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Abnormal Al-ischemia result
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DIAGNOSTIC PERFORMANCE AND PROGNOSTIC
COMPARISON WITH ™0-H,0-PET®

Cleerly ISCHEMIA showed similar long-term prognostic value as
*0-H,0-PET perfusion imaging.

In 1233 patients (45% male, median age 63.0 years) with 7.9 yrs of

Cleerly | ISCHEMIA Page 7
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follow-up, PET found 26% patients had ischemia, Cleerly ISCHEMIA 28%,
with 83% concordance (Cohen’s kappa 0.58). Both PET (HR 1.82 (95%Cl
1.30-2.56), p<0.001) and Cleerly ISCHEMIA (HR 1.99 (95%Cl 1.42-2.81),
p<0.001) were predictive of MACE.

Al-based ischemia algorithm
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CLINICAL UTILITY COMPARED WITH
CCTA ALONE®

Use of Cleerly® LABS™ and Cleerly ISCHEMIA has a major impact on
physicians’ confidence, changing diagnosis and patient management in
more than 57% of cases.

CERTAIN was a multicenter study recruiting consecutive CCTA patients.
After CCTA, physicians assessed 750 patients’ diagnosis, imaging,
intervention and medication management plans. This was repeated after
using Cleerly LABS + ISCHEMIA. Use of Cleerly LABS + ISCHEMIA
improved physician complete confidence 2-5x in every step of the care
pathway. Cleerly LABS + ISCHEMIA was associated in at least one
clinical category change in >57% of patients.

CERTAIN Trial Design

750 consecutive adult
patients referred for CCTA
From 5 US centers

EMRE reviewed for
demographic and clinical
variables

Post-site assessment
CAD-RADS diagnosis
Imaging plan

Intervention plan
Site interpretation Medication plan

of CCTA Physician's confidence
Post-Al-QCT assessment
CAD-RADS diagnosis
Imaging plan
Intervention plan
Al-QCT analysis including Medication plan
Al-QCT screma Physician’s confidence
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Physician’s confidence in care pathway with site CCTA assessment compared

with Cleerly assessment
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About Cleerly®

Cleerly ISCHEMIA™

Cieerly

Cleerly is the company on a mission to eliminate heart attacks by creating
a new standard of care for the diagnosis of heart disease. Through its
Al-empowered solutions, Cleerly supports comprehensive phenotyping of
coronary artery disease, through its evaluation of advanced non-invasive
CT imaging. Cleerly’s approach is grounded in nearly 20 years of science
from landmark multi-center clinical trials. Cleerly enhances health literacy
for each and every stakeholder in the coronary care pathway.

For more information, please visit: www.cleerlyhealth.com.

Cleerly LABS is a web-based software application that is intended to be
used by trained medical professionals as an interactive tool for viewing
and analyzing cardiac computed tomography (CT) data for determining
the presence and extent of coronary plaque (i.e. atherosclerosis), stenosis
and evaluates the likelihood of ischemia in patients who underwent
Coronary Computed Tomography Angiography (CCTA) for evaluation of
CAD or suspected CAD. Rx Only.

Cleerly ISCHEMIA analysis software is an automated machine learn-
ing-based decision support tool, indicated as a diagnostic aid for patients
undergoing CT analysis using Cleerly LABS software. When utilized by an
interpreting healthcare provider, this software tool provides information
that may be useful in detecting likely ischemia associated with coronary
artery disease. Patient management decisions should not be made solely
on the results of the Cleerly ISCHEMIA analysis. Rx Only.

Learn more about Cleerly ISCHEMIA
cleer.ly/ischemia-reinvented

Disclaimer: The information provided herein is for informational purposes only and does not constitute a recommendation, representation, warranty, statement, or guarantee of any kind. The atherosclerosis treatment
algorithms (ATA) are not intended to serve as a replacement to practice guidelines or consensus statements, nor are they expected to be divorced from risk factor scoring. The ATAs are based on the combination of CCTA
screenings and traditional cardiovascular risk factors from existing clinical guidelines and are planned to be validated through randomized trials and observational cohort studies.
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