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- Pivotal study validation results

CASE COHORT

228 cases retrospectively chosen. Positives cases were biopsy-confirmed. Negative cases were either
biopsy-confirmed or followed up clinically over a year with an MRI or stable/decreasing PSA.

STUDY DESIGN

STANDALONE STUDY \4 CLINICALREADER STUDY \4

‘ Case selection (50% enrichment) (n=230) ‘ ‘ 9 radiologists

NS N NS N
R - Negative: GS<7 or no Bx with Group 1 Group 2
Positive: GS>=7 1-year f/u Radiologists 1-4 Radiologists 5-9
N N N

‘ Quality assurance check

Discarded cases (n=2):

N . -Non-compliant 228 casesinorder1 228 cases in order 2
| - Artifacts |
q | -Image quality not fit for |
‘ Analysis dataset diagnostic purposes 4 weeks washout
\l/ iiiiiiiiiiiiiiiiiiiiiii Second read P
‘ Model inference ‘ ‘ Ground truthing (3 radiologists) ‘ 228 cases in order 2 228 cases in order 1
N

First read

‘ I:l with QP-Prostate

‘ Model output and ground truthing comparison I without Op-Prostate

CASE CHARACTERISTICS

BASELINE SUMMARY BY MRI SCANNER

MANUFACTURER AT CASE-LEVEL

BASELINE SUMMARY BY MRI FIELD

BASELINE SUMMARY BY AGE AT

. ATCASE-LEVEL . CASE-LEVEL ¢
Ground Ground Total Ground Ground Total Ground Ground Total
truth truth (N=228) truth truth (N=228) truth truth (N=228)
positive negative positive negative positive negative
Sub- forcsPCa | for csPCa Sub- forcsPCa | forcsPCa Sub- forcsPCa | for csPCa
group (N=11ll) (N=114) group (N=114) (N=11ll) group (N=11‘l) (N=114)
GE 26 (22.8%) | 20(175%) | 46 (20.2%) 1.5 17(149%) | 15(13.2%) | 32(14.0%) =65 61(53.5%) | 64(561%) | 125(54.8%)
Medical years
Systems 3 97 (85.1%) | 99(86.6%) | 196 (86.0%)
=65 53 (46.5%) | 50(43.9%) | 103 (45.2%)
Philips 19 (16.7%) | 21(184%) | 40(17.5%) years
Medical
Systems Age, 65.0+7.0 64481 64.7+76
Mean
Siemens | 69(605%) | 73 (64.0%) | 142(62.3%) +=SD




STANDALONE PERFORMANCE RESULTS

LESION LEVEL-95% ClI

CASE LEVEL - 95% ClI

AUC Sensitivity Specificity
High 68.5% 74.2%
marker 73.8% (60.2% -76.7%) | (66.4% - 81.4%)
(67.6% -79.6%)
Moderate 79.5% 59.2%
marker (72.2% -86.2%) | (50.0% - 67.9%)

AUC Sensitivity Specificity
High 81.6% 65.8%
marker 74.4% (761% - 88.2%) | (57.4% -74.2%)
(67.8% - 801%)
Moderate 921% 40.4%
marker (87.0% -96.5%) | (31.3% - 49.6%)

LESION ZONE SUBGROUPS - 95% CI v PPV AND NPV FOR CSPCA IDENTIFICATION v
NPV
High-marker | AUC Sensitivity Specificity
lesion
Peripheral | 79.6% 67.6% 78.7% g’
zone (71.4% - 86.0%) | (58.6%-76.2%) | (66.0% - 90.2%) ="
Transition 66.2% 72.7% 66.7% B o
zone (48.0% - 83.5%) | (52.4%-90.9%) | (41.7% - 90.5%) ‘ Prevalence ()
PPV
Moderateor | AUC Sensitivity Specificity
high-marker _
lesion §
Peripheral 79.6% 81.0% 74.5%
zone (71.6%-86.0%) | (731%-88.3%) | (61.4%-87.0%)
Transition | 66.2% 72.7% 60.0% — P'_“)
zone (48.0% - 83.5%) | (52.4%-90.9%) | (33.3%-85.0%)
Note: PPV and NPV depend on csPCa prevalence
READER PERFORMANCE RESULTS
CASE LEVEL - 95% ClI v LESIONLEVEL-95%ClI .4
Aided Unaided Difference Aided Unaided Difference
AUC 86.8% 84.9% 19% AUC 77.8% 73.8% 4.0%
(83.4%-90.2%) (81.4%-88.4%) (01%-3.8%) (731% - 82.4%) (68.8%-78.7%) (2.2%-5.9%)
Sensitivity 84.3% 80.4% 3.9% Sensitivity | 76.7% 71.9% 4.8%
(76.5%-921%) | (72.6%-88.3%) | (1.8% -5.9%) (691% - 84.4%) (64.5% -79.3%) | (21% -7.5%)
Specificity 75.5% 75.0% 0.5% Specificity | 79.5% 771% 2.4%
(64.5% - 86.6%) | (62.0%-881%) | (-3.8%-4.7%) (71.0% - 881%) (66.9% - 87.3%) | (-1.4%-6.2%)
RATE OF CONCORDANCE ACROSS RADIOLOGISTS ' UNNECESSARY TARGETED BIOPSIES RATIO \Z

QP-Prostate CAD

Kappa (95% ClI)

QP-Prostate CAD

Odds ratio (95% Cl)

Aided

0.848 (0.823-0.872)

Unaided:Aided

116 (0.85-1.58)

Unaided

0.807 (0.776 - 0.837)




