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ADMINISTRATION

4 7 U.S. FOOD & DRUG

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 is intended to diagnose an elevated risk of impending cardiac arrest within a
24-hour period.

We are pleased to mform 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 gwidance document entitled
"Breakthrough Devices Program", for more information regarding the program. available at
hitps//www.fda.gov/media’108133/download.

FDA HAI2|27|7| X|H (2023. 06)

(BDD, Breakthrough Device Designation)
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Detecting patient deterioration using artificial SRR | i e rp R of <femon Multicenter validation of a deep-learning-based
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cardiac arrest or unplanned intensive care unit
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A multicentre validation study of the deep

ly waming score i
in-hospital cardiac arrest in patients admitted to

RESUSCITATION
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) o s learning-based cardiac arrest risk management
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VUNO Med-DeepECG

@ VUNO Med®-DeepECG™
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