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Product specifications

Product name
Subspeciality
Modality

Disease targeted

Key-features

Suggested use

Population
Input
Input format

Output

Output format

Information source: Vendor
Last updated: Feb. 19, 2023

General

Lunit INSIGHT CXR
Chest
X-ray
Atelectasis, calcification, cardiomegaly, consolidation, fibrosis, mediastinal
widening, nodule, pleural effusion, pneumothorax, pneumoperitoneum, tuberculosis
Radiologic finding detection, abnormality score, text interpretation
Before: adapting worklist order, flagging acute findings
During: perception aid (prompting all abnormalities/results/heatmaps), report
suggestion

Data characteristics
Patients aged 14 years or older
chest PA(posterior-anterior view), chest AP(anterior-posterior view)
DICOM
Localization (color map, grayscale map, combined map, single colormap),
abnormality score for each lesion/case, binary assessment of abnormality, worklist
order, draft radiology report generation
DICOM Secondary Capture, DICOM GSPS (Grayscale Softcopy Presentation
State), Prepopulated Report (API integration only), HL7
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Technology
Integration Integration in standard reading environment (PACS), Integration via Al
marketplace or distribution platform, Stand-alone third party application, Stand-
alone webbased
Deployment Locally on dedicated hardware, Locally virtualized (virtual machine, docker),

Cloud-based

Trigger for analysis Automatically, right after the image acquisition

Processing time 3 - 10 seconds

Certification
CE Certified, Class lla, MDR
FDA 510(k) cleared, Class I

Market presence
On market since 11-2019

Distribution channels GE Healthcare (Thoracic Care Suite), Philips Healthcare, INFINITT Al Platform,
FujiFilm, Agfa, CARPL.ai. Osimis
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Finding Nnon-t8 Nrs Nconcensus
Abnormality 53 448 158
Small opacity 33 374 135
Primary nodular 1 274 98
Primary reticular 32 87 21
Secondary nodular 9 224 76
Secondary reticular 24 125 30
Large opacity 2 349 119
Mass/nodule 2 114 29
Cavity 0 242 81
Fibrosis 7 196 58
Calcification 5 61 12
Pleural effusion 0 99 34
Pleural thickening 7 122 39
Pneumothorax 0 1 0
Hilar adenopathy 2 87 18
Mediastinal adenopathy 1 30 7
Consistent with tuberculosis 0 422 144
Active Tuberculosis 0 387 136
Patchy infiltration 0 265 99
Cavity with surrounding 0 210 73
consolidation
Unilateral hilar/paratracheal 0 39 5
lymph node enlargement
Pleural effusion 0 52 15
Miliary nodules 0 74 20
Indeterminate tuberculosis 0 35
Reticulonodular infiltration 0 22
Destroyed lung or 0 3
bronchiectasis
Inconsistent with tuberculosis 450 28 156
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1% 300 MW VOITIFWANEY “B” Reader 31%473% 3 518 FIalasaAana Pairwise Agreement,
ICC(2,3), Cohen’s kappa 8% Fleiss’ kappa

Finding Agreement ICC Cohen’s Fleiss’
Abnormality 0.8956 0.9181 0.7884 0.7884
Small opacity 0.8356 0.8584 0.6681 0.6681
Primary nodular 0.8422 0.8357 0.6281 0.6282
Primary reticular 0.7911 0.2301 0.0892 0.0897
Secondary nodular 0.7222 0.5352 0.2751 0.2761
Secondary reticular 0.7578 0.3006 0.1260 0.1233
Large opacity 0.8800 0.8993 0.7477 0.7478
Mass/nodule 0.8378 0.5365 0.2777 0.2776
Cavity 0.8600 0.8449 0.6446 0.6439
Fibrosis 0.7978 0.6866 0.4212 0.4212
Calcification 0.8889 0.4027 0.1829 0.1825
Pleural effusion 0.9578 0.9163 0.7838 0.7844
Pleural thickening 0.8711 0.7319 0.4762 0.4752
Pneumothorax 0.9978 0.0000 0.0000 0.0000
Hilar adenopathy 0.8644 0.4867 0.2395 0.2394
Mediastinal adenopathy 0.9556 0.6008 0.3130 0.3318
Consistent with tuberculosis 0.9644 0.9751 0.9286 0.9286
Active Tuberculosis 0.9178 0.9373 0.8323 0.8323
Patchy infiltration 0.8178 0.7940 0.5613 0.5614
Cavity with surrounding 0.8333 0.7755 0.5333 0.5342
consolidation
Unilateral hilar/paratracheal 0.9244 0.2289 0.0846 0.0887
lymph node enlargement
Pleural effusion 0.9444 0.7431 0.4941 0.4897
Miliary nodules 0.8978 0.5905 0.3212 0.3227
Indeterminate tuberculosis 0.9444 0.5114 0.2588 0.2568
Reticulonodular infiltration 0.9600 0.3705 0.1947 0.1613
Destroyed lung or 0.9933 0.0067 0.0015 0.0033
bronchiectasis
Inconsistent with tuberculosis 0.9644 0.9751 0.9286 0.9286
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ICC/Kappa Statistic Strength of Agreement
<0.00 Poor
0.00 - 0.20 Slight
0.21 - 0.40 Fair
0.41 -0.60 Moderate
0.61-0.80 Substantial
0.81-1.00 Almost Perfect

Landis, J. R., & Koch, G. G. (1977). The Measurement of Observer Agreement for Categorical
Data. In Biometrics (Vol. 33, Issue 1, p. 159). JSTOR. https://doi.org/10.2307/2529310
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Finding N Threshold Pairwise Agreement Cohen’s Kappa
“B” vs “B!! “B” vs AI “B” vs “B!! “B” vs AI
Tuberculosis 422 0.15 0.9635 0.9689 0.9261 0.9377

lunsiadssaninmwlumaitasvesudazsoslsaiuldinast el (Sensitivity), Awdn

iz (Specificity), sansmwmavhwegthefidulsafignédas (Positive Prediction Rate, PPR) waz
aandmmathwedthenlidulinfigndas (Negative Prediction Rate, NPR) dasinusin1sifiaan

(Diagnostic Threshold) fiszulapgnda Mnfsiuldnam ROC Eunu
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Finding

Threshold

Specificity

Sensitivity

PPV

NPV

AUROC

Tuberculosis

422

0.15

0.9477

0.9929

0.9437

0.9934

0.9941
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ROC Curves for Findings
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31MA13199 6 LiaLfiy Pairwise Agreement ez Cohen's Kappa 333193 98unNng Ry
Toyanisz@ng (‘B vs Al) Lazsafuwndalnni (‘B” vs “B”) W& Lunit INSIGHT CXR 128574 3.1.5.0
fUszAntanlndilfssnusidunng (@auuand19asnin 5%) lugiuvadinisidaasimlse
(Tuberculosis) T9Tynuszdugiinzunnunnnitisfunndod 0.54% dm3y Paiwise Agreement
uaz AzuuwtasnITIFuNNLaL 1.16% iU Cohen’s Kappa (N = 422)

A1319N 6 ANULANAIIIZAING Pairwise Agreement ez Cohen’s Kappa

Finding Pairwise Agreement Cohen’s Kappa
Bvs “B” | “B” vs Al Diff “B” vs “B” | “B” vs Al Diff
Tuberculosis 0.9635 0.9689 +0.54% 0.9261 0.9377 +1.16%

Tugiuvesnisaansadimlsataa Lunit INSIGHT CXR 11a5%5% 3.1.5.0 Lﬁ'a‘imsﬂzﬁuum
Toya 1A 31u3n 300 7w wohszdniawlumsitadvinlialndiAsanuisqunng wazden i
1énI W@y (AUROC) a%i'ﬁ' 0.9941 da1A71u '} (Sensitivity) ayj’ﬁl 0.9929 LAZATAINUIILNIY
(Specificity) a&ifi 0.9477 #1 Threshold 1% 0.15
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8198909 NWH The Target Product Profiles (TPPs) for a rapid non-sputum-based biomarker
test for tuberculosis detection W83 World Health Organisation (WHO) AUANT19N 7 dnladue
AZINUANNTIANAT Sensitivity Waz Specificity 1LANGA1IAY

¢34 7 TPP for a rapid non-sputum-based biomarker test for tuberculosis detection

Minimal Requirements Optimal Requirements
Sensitivity Specificity Sensitivity Specificity
Smear-replacement test Overall >80% 98% Overall >95% 98%
Positive >99% Positive >99%
Negative >60% Negative >68%
Non-sputum based Overall >65% 98% Positive >98% 98%
biomarker test Positive >98% Negative >68%
Triage test 90% 70% 95% 80%

LONANTD9D9: https://academic.oup.com/jid/article/211/suppl 2/S29/2490781
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@13197 8 A1 Sensitivity Wae Specificity 1 Threshold @19 § aaLnwst WHO TPP

Threshold | Sensitivity | Specificity
0.6073 0.8839 0.9833
0.1500 0.9299 0.9477
0.0923 0.9976 0.9205
0.0212 0.9976 0.7008

Yt dioinaa s laSouAgunuInmel WHO TPP Wu31 Lunit CXR Analyser thisHnm
Lo Triage test Yi‘]sl,u Minimal Requirements L@z Optimal Requirements WRZHIWLN Y Smear-
replacement test LAz Non-sputum based biomarker test f193ULn s Minimal Requirements S'fjawa
MINaay "L@Tgﬂagﬂlumiwﬁ 9

G397 9 WANNINARALUNNIAANIAIIIALIALaa Lunit INSIGHT CXR @nutnost WHO TPP

Minimal Requirements Optimal Requirements
Smear-replacement test N laisinn
Non-sputum based biomarker test N laisinn
Triage test N N
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A3 9LEIN
A % v a a a €d‘ o 1 6 A
luzuf 1 1dulds ROC uaasdszninwvesfygrdszdusgnszaudrinmat (Threshold) 7
WANA1N® laamsUsuana InauTafsundasnnusunuiTzningdnn 'l (Sensitivity)
WATAIAINLANZAY (Specificity) A1319 ST UFAIAIANN LILAZANNIINTAINTTALA NN UK ALANGN
uVad Finding U32Lnn Tuberculosis

Table S1 @1 Sensitivity Waz Specificity 1432aU Threshold ALAN@19IAUVEY Finding U3eLan
Tuberculosis (Threshold NRNAALUINAD 0.15)

Threshold | Sensitivity | Specificity
0.95 0.42 1.00
0.80 0.75 0.99
0.77 0.77 0.99
0.75 0.78 0.99
0.72 0.83 0.99
0.67 0.84 0.99
0.66 0.85 0.98
0.64 0.86 0.98
0.60 0.90 0.98
0.48 0.95 0.98
0.45 0.95 0.97
0.42 0.97 0.96
0.31 0.98 0.96
0.24 0.99 0.95
0.20 0.99 0.95
0.10 0.99 0.92
0.05 0.88 0.77

lao7ialduds 7 Threshold figih latanaziidn Sensitivity 1§49 weiein Specificity 9261 1w
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