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= Gastroenterology-Urology, 4, 1.2%

= General Hospital, 3, 0.9%

= Obstetrics And Gynecology, 1, 0.3%

= Dental, 1, 0.3%
Orthopedic, 1, 0.3%
Pathology, 1, 0.3%

= Anesthesiology, 4, 1.2%
= Microbiology, 5, 1.5%

® General And Plastic Surgery, 5, 1.5%
= Clinical Chemistry, 5, 1.5%
= Ophthalmic, 6, 1.7%
Neurology, 12, 3.5% \

Hematology, 13, 3.8%

® Cardiovascular, 41, 12.0%

= Radiology, 241, 70.3%
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11/09/2016 | P150043 QVCAD System Analyzer, Medical Image | QView Medical, | USA
(Radiology) Inc.
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08/21/2013 DEN130013 Vitek MS System, Mass Biomerieux, USA
(Microbiology) Spectrometry, Maldi Tof, | Inc.
Microorganism
Identification, Cultured
Isolates
11/17/2014 | DEN140025 BrainScope Brain Injury Adjunctive BrainScope USA
(Neurology) Ahead 100 Interpretive Company, Inc.
Electroencephalograph
Assessment Aid
04/06/2017 | DEN160026 23andMe Genetic Variant Detection | 23andMe, Inc. USA
(Hematology) Personal Genome | And Health Risk
Service (PGS) Assessment System
Genetic Health
Risk Test for
Hereditary
Thrombophilia
07/19/2017 DEN170022 QuantX Computer-Assisted Quantitative USA
(Radiology) Diagnostic Software For Insights, Inc
Lesions Suspicious For
Cancer
02/13/2018 | DEN170073 ContaCT Radiological Viz.Ai, Inc. USA
(Radiology) Computer-Assisted
Triage And Notification
Software
03/16/2018 | DEN160044 Acumen Adjunctive Predictive Edwards USA
(Cardiovascular) Hypotension Cardiovascular Indicator Lifesciences
Prediction Index LLC
(HPI) Feature
Software
04/11/2018 DEN180001 IDx-DR Diabetic Retinopathy IDx, LLC USA

(Ophthalmic)
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150043
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?ID=DEN130013
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN140025
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN160026
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?ID=DEN170022
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN170073
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN160044
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?ID=DEN180001
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05/24/2018 DEN180005 OsteoDetect Radiological Computer Imagen USA
(Radiology) Assisted Technologies,
Detection/Diagnosis Inc.
Software For Fracture
06/12/2018 DEN170043 DreaMed Advisor | Insulin Pump Therapy DreaMed Israel
(Clinical Chemistry) | Pro Adjustment Calculator Diabetes, Ltd.
For Healthcare
Professionals
12/28/2018 DEN170091 EyeBOX Brain Injury Adjunctive Oculogica, Inc. | USA
(Neurology) Interpretive Oculomotor
Assessment Aid
02/07/2020 DEN190040 Caption Guidance | Image Acquisition And/Or | Bay Labs, Inc. | USA
(Radiology) Optimization Guided By
Artificial Intelligence
03/01/2021 DEN200022 Analytic for Adjunctive Hemodynamic | Fifth Eye Inc. USA
(Cardiovascular) Hemodynamic Indicator With Decision
Instability (AHI) Point
03/26/2021 DEN200019 Oxehealth Vital Software For Optical Oxehealth Grate
(Cardiovascular) Signs Camera-Based Limited Britain
Measurement Of Pulse
Rate, Heart Rate,
Breathing Rate, And/Or
Respiratory Rate
04/01/2021 DEN200038 Gili Pro Biosensor | Hardware And Software Continuse Israel
(Cardiovascular) (Also Known as For Optical Biometrics Ltd.
Gili Biosensor Camera-Based
System) Measurement Of Heart
Rate And Respiratory
Rate
04/09/2021 DEN200055 GI Genius Gastrointesinal Lesion Cosmo Ireland
(Gastroenterology Software Detection Artificial
/Urology) System Intelligence -
Al, Ltd.
06/02/2021 DEN200069 Cognoa Asd Pediatric Autism Cognoa, Inc. USA
(Neurology) Diagnosis Aid Spectrum Disorder
Diagnosis Aid
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN180005
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN170043
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm?ID=DEN170091
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm?ID=DEN190040
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN200022
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN200019
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN200038
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN200055
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN200069
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1 GE Group 22
-GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC 7 | USA
-GE Medical Systems SCS 5 | USA. France
-GE Medical Systems, LLC 4 | USA
-GE Healthcare 2 | Israel
-GE Healthcare Japan Corporation 2 | Japan
-GE Healthcare (GE Medical Systems, LLC) 1] USA
-GE Hangwei Medical Systems, Co., Ltd. 1 [ China
2 Siemens Group 18
-Siemens Medical Solutions USA, Inc. 16 | USA
-Siemens Healthcare GmbH 1 | Germany
-Siemens Medical Solutions, Inc 1| USA
3 Canon Medical Systems Corporation 10 Japan
4 Aidoc Medical, Ltd. 8 Israel
5 Zebra Medical Vision Ltd. 7 Israel
6 CellaVision AB 6 Sweden, USA
7 Quantib BV 5 Netherlands
7 Shanghai United Imaging Group 5
-Shanghai United Imaging Healthcare Co., Ltd. 4 | China
-Shanghai United Imaging Intelligence Co., Ltd. 1 | China
9 Arterys Inc. 4 USA
9 Clarius Mobile Health Corp. 4 Canada
9 Hologic, Inc. 4 USA
9 ImpediMed Limited 4 Australia
9 Philips Group 4
-Philips Healthcare 1| USA
-Philips Healthcare (Suzhou) Co., Ltd. 1 [ China
-Philips Medical Systems MR Finland 1 | Finland
-Philips Medical Systems Technologies, Ltd 1 | Israel
Surgical Information Sciences, Inc. 4 USA
9 Viz.Ai, Inc. 4 USA
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1) Artificial Intelligence and Machine Learning (AI/ML)-Enabled Medical Devices ,FDA,
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https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices
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