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Teladoc — 24/7 access to a
doctor?

Teladoc Health, Inc.
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2.2. TIOBNMATARY
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Had TtER RUB EFEE BIES
Al-Rad Companion Musculoskeletal Siemens AG. FDA K AR 7 T =T
Rapid ICH iSchemaView Inc FDA KIE CT MY 7 b =7
Sight OLO Sight Diagnostics Inc FDA Sk A ¥ b v iRy i dEE
StoneChecker Imaging Biometrics Inc FDA K [H BREAaRioTe 7 ey v a P VERKIET ) r—va v
Biovitals Analytics Engine Imaging Biometrics Inc FDA * BRI E LB DT O OBTREOEH N E=X U
KIDScore D3 Vitrolife A/S. FDA K AR & TISHE AT DR T ISR
RayCare 2.3 RaySearch Laboratories AB. FDA K[ DABEDOT —r 7a— AT Ta—1 27 BLORKRBROSE
Automated Retinal Disease Assessment Alphabet Inc EMA BRI WERIFMEBIER 7 U —= 7
CAD EYE Fujifilm Holdings. EMA PN KIGPARSRAE RO R ) — 7 ORH & Bt o 2
Al-Pathway Companion Prostate Cancer Siemens AG. EMA RN HISEARDS A DR
VSI Holomedicine apoQlar GmbH. EMA PR Mixed Reality |2 & 2 Tl 42
BioBeats Huma Therapeutics Limited EMA BRI EREETE=XY T
Integrated Cognitive Assessment (ICA) Cognetivity Neurosciences Limited EMA PR FHIERAE 2 W SR
Deep Learning Image Reconstruction General Electric Company EMA RN SRS & By A8 0 W i T 45 A

1) Muehlematter UJ, Daniore P, Vokinger KN.
Lancet Digit Health. 2021 Mar;3(3):¢195-e203 Supplementary appendix & ¥ == 7258 % $h #

Approval of artificial intelligence and machine learning-based medical devices in the USA and Europe (2015-20): a comparative analysis.
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Hmd XL eI AR E FrERAI X 5
reSET Pear Therapeutics, Inc. Substance use disorder ()& i [ & K De Novo
NightWare NightWare, Inc Post-traumatic stress disorder (LAJIMER A R L A [E5E) kE De Novo
EndeavorRx Akili, Inc. Attention deficit hyperactivity disorder (J¥E /KM « BN EREE) KIE] De Novo

EU CE Mark
Parallel Mahana Therapeutics, Inc. Irritable bowel syndrome (/37 L /L@ B RGE ) K IE] De Novo

EU CE Mark
BlueStar? WellDoc, Inc. Type 2 Diabetes (2 B R I5) KH 510(k) Premarket
Somryst Pear Therapeutics, Inc. Chronic insomnia (18 ARARSE) K[ 510(k) Premarket
reSET-O Pear Therapeutics, Inc. Opioid use disorder (A &4 A N FkEE KIE 510(k) Premarket
Freespira Freespira, Inc. Panic attack symptoms (/X= > 7 FE{EDEIR) K IE] 510(k) Premarket
MindMotion GO MindMaze, Inc. Neuro-rehabilitation (==—12 U A\E Y FT— 3 ) KE 510(k) Premarket

EU CE Mark
Pivot Program Pivot Health Technologies, Smoking cessation (£&/H) KE 510(k) Premarket

Inc. EU CE Mark
Kaia Health Kaia Health, Inc. Musculoskeletal pain (#5459 ) EU CE Mark
SilverCloud/ Space SilverCloud, Inc. Mental health and behavioral disorders (A > & JL~JL A L {TEfEE EU CE Mark
from Depression
Vorvida Orexo, Inc. Alcohol use disorder (7 /1 = — L1 F 5 5E) NE4 CE Mark and DiGA
Deprexis GAIA, Inc. Depression (9 D) KA CE Mark and DiGA
Velibra GAIA, Inc. Anxiety disorder / panic / agoraphobia (RZZ[EE / N= v 7 | [RGGRLME) KA CE Mark and DiGA
Elevida GAIA, Inc Fatigue in Multiple Sclerosis (ZFMARAVIEIZ 331 HIES7) KA CE Mark and DiGA
Somnio Mementor DE GmbH Insomnia (AARJE) KA CE Mark and DiGA
M-sense Migrane Newsenselab GmbH Migraine (7 BFi) KA CE Mark and DiGA
Mindable Mindable Health Panic & agoraphobia (/= 7 35 X OVAHRLGIE) KA CE Mark and DiGA
Zanadio Aidhere GmbH Obesity (E¥ii) KA CE Mark and DiGA
Kalmeda Tinnitus Mynoise GmbH Tinnitus (HWE YD) KA CE Mark and DiGA
Rehappy Rehappy GmbH TIA stroke; SAH or intracerebral bleeding/ hemorrhagic stroke KA CE Mark and DiGA
(TIA &< SAH 3 72 (3PN i/t PEAM 25 )
Mika Fosanis GmbH QOL and psychological/ psychosomatlc issues from cancer diagnoses esp. cervix/ uterus/ KA CE Mark and DiGA
ovary (7B SEH/ T&/IFBN AW S QOL 0H - (U E o )

Selfapy Selfapy GmbH Mental illness (depression, anxiety, eating disorders and burnout) KA CE Mark and DiGA
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Vivira Vivira Health Lab GmbH Pain (unspecific back, knee and hip pain; osteoarthritis in the knee, hip and spine) KA CE Mark and DiGA

1) IQVIA. Digital Health Trends 2021: Innovation, Evidence, Regulation, and Adoption. July 2021 [https://cens.cl/wp-content/uploads/2022/02/Biblio-iqvia-institute-digital-health-trends-

2021.pdf] (Accessed Feb 2023)

2) WellDoc News: Welldoc Receives Ninth 510(k) for Award-Winning Diabetes Platform, BlueStar®. Sep 22 2021 [Welldoc Receives Ninth 510(k) for Award-Winning Diabetes Platform,
BlueStar® - Welldoc | Chronic Care Platform] (Accessed Feb 2023)
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https://www.welldoc.com/news/welldoc-ninth-510k-bluestar/
https://www.welldoc.com/news/welldoc-ninth-510k-bluestar/
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