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ADMINISTRATION

June 6, 2023

VUNO Med Inc.

"VUNO Med® - DeepCARS™ utilizes commonly and routinely recorded vital signs (blood pressure, heart
rate, respiratory rate, and body temperature), along with the corresponding time of measurement and patient
age, extracted from the electronic medical records of general ward patients to compute the DeepCARS™
Score. The DeepCARS™ Score 1s intended to diagnose an elevated risk of impending cardiac arrest within a

24-hour period.

We are pleased to inform vou that your device and proposed indication for use meet the criteria and have
been granted designation as a Breakthrough Device. Please refer to the FDA gumdance document entitled
"Breakthrough Devices Program", for more information regarding the program, available at
https://www.fda.cov/media/108135/download.
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« 57 e AL A} Crekst AA SHANA LAEO R 47 MHX| 0= 5 YS DEWS: DeepCARS™Z 2 M E i

Hospital A Hospital B Hospital C Hospital D Hospital E

Lee YJ et al, A multicentre validation study of the deep learning-based early warning score for predicting in-hospital cardiac arrest in patients admitted to general wards. Resuscitation. 2021 Apr 22;163:78-85. doi:

1 - Specificity

Number of beds

1 - Specificity

Hospital A

323

1 - Specificity

Hospital B

301

Hospital C

925

L0
0.8 0.8 0.8 0.8
206 Z06 206 2 Z
£ z £ : -
Z Z Z Z 3
04 204 S04 3 S04
02 —— DEWS AUC = 0.860 0.2 = DEWS AUC = 0.857 0.2 —— DEWS AUC =0.883 0.2 —— DEWS AUC =0.834 0.2 —— DEWS AUC =10.932
—— MEWS AUC =0.768 —— MEWS AUC =10.733 —— MEWS AUC =0.828 —— MEWS AUC=0.770 —— MEWS AUC=10.793
0z 04 06 08 10 S Mo 0z s e 08 10

0.2 04 0.6 0.8 L0
1 - Specificity

Hospital D

1,324

0.2 04 0.6 0.8 L0
1 - Specificity

Hospital E

1,989

DEWS
(AUROC, 95% Cl)

0.860
(0.819 - 0.904)

0.857
(0.820 - 0.900)

0.883
(0.854 - 0.902)

0.834
(0.820 - 0.846)

0.932
(0.929 - 0.936)

MEWS

0.767
(0.710 - 0.826)

0.732
(0.673 - 0.789)

0.827
(0.803 - 0.855)

0.770

(0.756 - 0.785)

0.792
(0.782 - 0.802)

10.1016/j.resuscitation.2021.04.013. Epub ahead of print. PMID: 33895236.
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