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* Innovative medical device
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In full-fledged deployment
VUNO Med®
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An Algorithm Based on Deep Learning for Predicting In-Hospital

An algorithm based on deep learning for predicting
in-hospital cardiac arrest (0] =& &3 3|, 2018)
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Detecting Patient Deterioration Using Artificial

in a Rapid R

System

Critical Care Medicine

Detecting patient deterioration using artificial
intelligence in a rapid response system
(MAB A2 E 5], 2020)

A multicentre validation study of the deep

waming score
in-hospital cardiac arrest in patients admitted to

Yeon Joo Lee™'. Kyung-lae Cho'',Oreon Kwsa' Hyumho Park
S00 K

predicting

RESU SCITATION

i»

A multicenter validation study of the deep |

i

|
(!

Biomedical }ouma]

earning-based early warning score for pred
icting in-hospital cardiac arrest in patients

of a deep-learning-based pediatric
early-warning system for prediction of deterioration
events

®
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fopeey -

SIIRIERI

::W___'_:‘_: Orginal Aride adm |tted to qeneral Wards R of the deep learning- t:asedecdardtiac alrrehs( risk |
frsireriopinnl Development and validation of a deep-leaming- management system for predicting in-hospital
mentems  based pediatric early warning system: A single- cardiac arrest or unplanned intensive care unit

« Center study

(RESUSCITATION, 2021)

Biomedical Journal

Development and validation of a deep-learning-

based pediatric early warning system
(Biomedical Journal 2021)

[

transfer in patients admitted to general wards

MW BMC ==

I\ rr,
W\ \. ' Acute and Critical Care

Multicenter validation of a deep-learning-
based pediatric early-warning system for
prediction of deterioration events

(Acute and Critical Care 2022)

@ Critical Care

Prospective, multicenter validation of the
deep learning-based cardiac arrest risk
management system for predicting in-
hospital cardiac arrest or unplanned
intensive care unit transfer in patients
admitted to general wards

(Critical Care 2023)

VUNCO Company Profile | 14 |


https://pubmed.ncbi.nlm.nih.gov/32205618/
https://pubmed.ncbi.nlm.nih.gov/32205618/
https://pubmed.ncbi.nlm.nih.gov/29945914/
https://pubmed.ncbi.nlm.nih.gov/29945914/
https://pubmed.ncbi.nlm.nih.gov/33895236/
https://pubmed.ncbi.nlm.nih.gov/33895236/
https://pubmed.ncbi.nlm.nih.gov/33895236/
https://pubmed.ncbi.nlm.nih.gov/33895236/
https://www.sciencedirect.com/science/article/pii/S2319417021000044
https://www.sciencedirect.com/science/article/pii/S2319417021000044
https://kind.krx.co.kr/external/2021/06/30/000136/20210630000286/70631.htm
https://kind.krx.co.kr/external/2021/06/30/000136/20210630000286/70631.htm
https://www.accjournal.org/journal/view.php?number=1429
https://www.accjournal.org/journal/view.php?number=1429
https://www.accjournal.org/journal/view.php?number=1429
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0
https://ccforum.biomedcentral.com/articles/10.1186/s13054-023-04609-0

CHAPTER

%3 VUNO Med-DeepCARS

FDA = 412|=7|7| (Breakthrough Device) x|

o
of & zatHel

ST At2Sta 9

| =
PA -

Xl I'o =|J-|' HI

% FDAOIM d2|E

Y'Y

VUNO Med-
DeepCARS

Y AEXo| MHEX| LM
2 EE 0~100A}0]2]
DCARS M+2 N3
3= olE2X|S
ATZTEZO

ol 205t M=

PeraServer and
PeraTrend System
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LITHS HSoICHE o] Ao SAHE BHFE MK 7|0 CfdH

_/ ipZN U.S. FOOD & DRUG

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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Overseas Exporting Countries
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