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(https://craft.co/doctorlink)

. COMPUTERWORLD Nov 13,2020 “UK healthtech startups to watch”

(https: //www.computerworld.com/article/3596135/uk-healthtech-startuns-to-watch.html!)
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(HP7) DoctolibfEED1TIH4/ K~ (https://www.doctolib.fr/) . tech church Apr 23,2020 “Doctolib shares some metrics on video consultations”
(https://techcrunch.com/2020/04/22/doctolib-shares-some-metrics-on-video-consultations/) .

BRIDGE 2017.12.8 I35 AEOA> 1 VEENFHIH—EXDoctolibl, 31)—XCT4,200/:KRIVEFE RN THREEODMedTechZRY— ~PvIA 20
(https://thebridge.jp/2017/12/doctolib-raises-42-million-becoming-one-of-europes-hottest-med-tech-startups)
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(HFr) QarettEIIJHAN (https://www.qare.fr/) . kamet ventures Qare (https://www.kametventures.com/portfolio/gare/) tic santé Mar
03,2020 “Télémédecine: Qare clot une année 2020 record avec pres d'un million de téléconsultations ”

(https://www.ticsante.com/story/5457/telemedecine-gare-clot-une-annee-2020-record-avec-pres-d-un-million-de-teleconsultations.html) .
HEALTH EUROPE Nov 18,2020 “Not all telehealth solutions are created equal” (https://www.healtheuropa.eu/not-all-telehealth-solutions-are- 21
created-equal/103961/)
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(tEFR) Ada Healthit%U1JHY4 K (https://ada.com/)
technology” (https://venturebeat.com/2019/12/19/ada-health-cofounder-on-ai-focus-on-solving-problems-not-technology/)

. venturebeat Dec 19,2019 “Ada Health cofounder on Al: Focus on solving problems, not
RMYE S ISEIR

RS “MARKETS"20194%% (https://www.gtai.de/resource/blob/174782/c2daf96a5d1f286c030e2bea53352f22/pdf-markets-germany-2019-

in-data.pdf)

22



A. =FBE2#/020 : Tele Clinic (RAY)
o RAYAFDRBAHR+VIMRIRZHABERIS CTele ClinicDEFZEY —E 2% 1%

RAULTWS
TEEME Y—EADE AR
o ARttPRfEih - BRAOFABAEEFIAA
o ZAIND « J\—RNF—[EEfIZ500.A. 7,000FFTOEFBEIRIEL TS
o PFNE « 2020FE(CERIYOAXRFRIES1E THBR+V Krankenversicherung AGH. Z#EEIFOY-EREL TRFZEY -

o 2015%(C5% T
o FTEHRP - H-EX
o RIFEZETIVNIA—L
o ADSADTOE AR
it (RA—RPYTTETH
dPassbasett DLz F
) zZERLEF1YT4
LNILDOEVIEFRESZES X
TLERRMLU TV
« VAEETIHITIEET
TSR ESN. WHERIL
7,000EFTDIRIEERFT
AT BIENTRE, 2.
BERFEOERFB THEIC
BLELTHSICEDT]RE
e XQAYS)
e T
- NHH
o INFETI
« Teleclinicd/\—br—E&
BREEEHS DU

AEERAUR

1-Y—/HRACHEREUIRER

o EFITRPERTIY-DIANHIR
« FRECIBFRICRERBKERBAD 7 JEAZRIR I 5 LICL B EFRITRAPER T Y- DIX MR

° iﬂlﬁ!ﬁ(dj‘@“éj 12 EE AR
NEERREREE RS (KVBW) (&, "docdirekt”Z0> 147 MUT. TeleClinichikifitz haB ORlRSE 7 V%
RIFUIZ
o BHFOFERELT. 2018F10AMNS. BWINDEIFEZZEEICEDE, KVBWOHRIREZIIRIC, EEHICLDASSA>T
OERT R)\A XY —EXNEEEN

IRZETIV

N:IES ERER TERRARIR EE RIR=1t AR — B

fRIR RIRCRE) MHEe 1% oS

(HFr) TeleclinictUrJH4 b (https://www.teleclinic.com/) . 5/ [IEMOURFFSCHBI DB

(https://www.pref.kanagawa.jp/documents/13109/06gebw. pdf)

RAWEFFEHF IR F—E 2018448 “TeleClinic GmbH”

(https://www.exist.de/DE/Campus/Gruendergeist/EXIST-Erfolge/TeleClinic-GmbH/inhalt.html)




NHS England Digital-first Primary Care (ZKH)
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NHS England Digital-first Primary Care (ZRE)

o A SAURIZLEREEDNT -SZENUT, T5AXVTT . SRORERET I
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Go online
using your

smartphone,

tablet or
computer

(HFr) NHS “Digital-First Primary Care”

consultation.pdf)

Check
symptomse.g.
at NHS.uk

Online
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SIGNPOSTING

Triage

- Selfcare E

— Pharmacy -
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manual}

Pre=cription
i [ ]
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Primary Care Team

e ARE/UCCH1 i

) ]

Face to face

Rezponze

Online appointment

booking
select time and date

Telephone

Video
consultation

Y
AdAL INJWINIOddY

(https://www.england.NHS.uk/wp-content/uploads/2019/06/digital-first-primary-care-
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NHS England Digital-first Primary Care (&RE)

o EE7IEAEDREZBEL T, 2015F 1 HICEENBEEDEFTDIELLDEED
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(X P) NHS “Digital-First Primary Care” (https://www.england.NHS.uk/wp-content/uploads/2019/06/digital-first-primary-care-
consultation.pdf)
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NHS England Digital-first Primary Care (ZRE)
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Digital-First Primary Care
Policy consultation on patient registration,
funding and contracting rules

Digital-First Primary Care Response to policy
consultation on patient registration, funding
and contracting rules

Informing NHS policy in ‘digital-first
primary care’: a rapid evidence synthesis

The Impact of Digital-First Consultations on
Workload in General Practice: Modeling Study

Using Online Consultations
In Primary Care Implementation Toolkit

Digital-First Primary Care: Policy
consultation on patient registration,
funding and contracting rules

The impact of Covid-19 on the use of
digital technology in the NHS

Realising digital-first primary care
Shaping the future of UK healthcare

NHS England and
NHS Improvement

NHS England and
NHS Improvement

NIHR

University of
Bristol, Bristol,

United Kingdom#i¢&

NHS
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(REERR)

nuffieldtrust.

Deloite UK
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IR

2020&1H

201948H

202048H
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https://www.england.NHS.uk/wp-
content/uploads/2019/06/digital-first-
primary-care-consultation.pdf

https://www.england.NHS.uk/wp-
content/uploads/2019/09/digital-first-
primary-care-response.pdf

https://www.journalslibrary.nihr.ac.uk/hsdr
[#/

JMIR - The Impact of Digital-First
Consultations on Workload in General
Practice: Modeling Study | Salisbury |
Journal of Medical Internet Research

https://www.england.NHS.uk/wp-
content/uploads/2020/01/online-
consultations-implementation-toolkit-v1.1-
updated.pdf

https://www.bma.org.uk/media/1610/bma-
consultation-response-digital-first-primary-
care-policy-aug-2019.pdf

https://www.nuffieldtrust.org.uk/files/2020-
08/the-impact-of-covid-19-on-the-use-of-
digital-technology-in-the-NHS-web-2.pdf
https://www?2.deloitte.com/uk/en/pages/life

-sciences-and-healthcare/articles/realising-
digital-first-primary-care.html
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(t£Ff) Omada Healthit2D1JHYv K (https://www.omadahealth.com/) . SankeiBIZ 2015.03.17 [{ITESRAREHRIKATY AR 1ZZFIF. ¥ERA
FB57075L5F] (https://www.sankeibiz.jp/business/news/150317/bsj1503170500001-n3.htm) . CISION PRWeb Mar 26, 2021 “Claims
Analysis of Omada Program Shows Significant Savings”

(https: //www.prweb.com/releases/claims analvsis of omada proaram shows significant savinas/prweb16792440.htm)
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(HPr) 20204118 Ministry of Food and Drug Safety “Guideline on Review and Approval of Artificial Intelligence(Al) and big data-based
Medical Devices (For Industry)”. 316381k 3 0 FER R ERE RS BEEESRHMEHMOIERERSEA THEDTFEEWGHRSEE]

148



IV. AIEEEHEAS DA EE B bl E DCUE

gRE - ARBECHERAIRE - FEE

— xR EFEK S OAGRER AR L. ERas A TARE TROSN TN,
ZAARFEHRIEIEVEGREAE (. EEOFIECICETFSIEZZS5ND

ERETERY FHE

EREENE | ARSEOFEN =TI

National Institute of

Class I 0 days (WSLSJSO%Z)?; Medical Device Safety
! Information (NIDS)
Class II with US$112 : .
S E* 25 days (W130,000) Third Party Reviewer
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- ' FFRERAOETIPE SR AT 5> OBER(CORNDE
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90,000
Sas (BFFEROHZE) -
(EE) N/A Wi00000 (MFDSEEZ5N3)
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(HPr) ASIA ACTUAL SOUTH KOREA MEDICAL DEVICE REGISTRATION (https://asiaactual.com/south-korea/medical-device-registration/)
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(HFRr) 2014858208 B#EXTECH 20205 (CHHR7 A EFEHIE*B15I8BE. [[TEEBRZREUIasCEDIRE ] |
(https://xtech.nikkei.com/dm/article/COLUMN/20140519/352501/) . 201545H29H
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ATZFIBUEEREERORRIRR (202044 28K5R)

VUNO Inc. 2014 VUNO Med-BoneAge Bone age analy§|s . .
VUNO Med - Chest X-ray Chest abnormality detection assistance
JBS-01K Gagnostic assstance, oo
ATROSCAN Cerebral image analysis
ILK JLD-01A Lung image analysis
Inspection 2014 JFD-02A Gastroscope image analysis
JFD-01A Colonoscope image analysis
JLD-01B Lung image analysis « 2020F4H28HKE ST, 110RE
JLD-02A Lung image analysis PEECLD20” mNAIZ O E
Lunit Insight CXR Nodule Pulmonary nodule detection assistance BEHEREL TG ERZITTULD
Lunit Inc. 2013 | Lunit INSIGHT MMG Breast cancer diagnosis assistance
Lunit INSIGHT CXR MCA Chest abnormality detection assistance o HGRSNTUVBIEZENZA(L. 2010
ClariPI Inc. 2015 | ClariCT.Al Image static removal and transmission FLUPEDFRIITHD, AF— 7T
Samsung Electronics 1969 | Auto Lung Nodule Detection |Pulmonary nodule detection assistance EENZ

Detection of regions with suspected

DEEPNOID Inc. N/A | DEEP:SPINE-CF-01 .
lumbar compression fracture
INFINITT H&glthcare co., 2002 | INFINITT Smart Endo Colonoscope image analysis
Coreline Soft, Co., Ltd. 2012 |AVIEW Lung image analysis
CRESCOM 2017 | MediAI-BA Bone age analysis
Healthhub Co., Ltd. 2012 | Boneage.io Bone age analysis
Deep Bio Inc. 2015 | DeepDx-Prostate Prostate cancer diagnosis assistance

(HFr) MFDSTLAUY—2 2020.04.03 “The First Approval of Al-based Cancer Diagnosis Software in Korea”
(https://www.mfds.go.kr/eng/brd/m_61/down.do?brd_id=engnews01&seq=6&data_tp=A&file_seq=1)
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SaMD

(HFr) FDA “Software as a Medical Device (SaMD)” (https://www.fda.gov/medical-devices/digital-health-center-excellence/software-medical-
device-samd) . ” Artificial Intelligence and Machine Learning in Software as a Medical Device” (https://www.fda.gov/medical-devices/software-
medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-device) . April 02,2019 “Statement from FDA Commissioner
Scott Gottlieb, M.D. on steps toward a new, tailored review framework for artificial intelligence-based medical devices”

(https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-steps-toward-new-tailored-review-
framework-artificial) 153
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FDAD YA MC$HIFBIEC62304DHIE

New Search Back To Search Results

Part B: Supplementary Information Sheet (SIS)

FR Recognition List Number 051 Date of Entry 01/14/2019
FR Recognition Number 13-79
Standard

IEC 62304 Edition 1.1 2015-06 CONSOLIDATED VERSION Medical device software - Software life cycle
processes

U.S. Identical Adoption

ANSI AAMI [EC 62304:2006/A1:2016

Medical device software - Software life cycle processes [Including Amendment 1 (2016)]
Scope/Abstract

IEC 62304:2006+A1:2015 Defines the life cycle requirements for medical device software. The set of processes,
activities, and tasks described in this standard establishes a common framework for medical device software life
cycle processes. Applies to the development and maintenance of medical device software when software is itself
a medical device or when software Is an embedded or integral part of the final medical device. This standard
does not cover validation and final release of the medical device, even when the medical device consists entirely
of software. This consolidated version consists of the first edition (2006) and its amendment 1 (2015).

Extent of Recognition
Complete standard

Rationale for Recognition

This standard is relevant to medical devices and is recognized on its scientific and technical merit and/or because
it supports existing regulatory policies.

Relevant FDA Guidance and/or Supportive Publications*

1. Guidance for Industry and FDA Staff: Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, Issued May 11, 2005.

2. Guidance for Industry, FDA Reviewers and Compliance on Off-the-Shelf Software Use in Medical Devices,
Issued September 9, 1999.

3. General Principles of Software Validation; Final Guidance for Industry and FDA Staff, Issued January 11, 2002.

4. Guidance for Industry: Cybersecurity for Networked Medical Devices Containing Off-the Shelf (OTS) Software,
Issued January 14, 2005.

5. Content of Premarket for of Cybersecurity in Medical Devices: Guidance for
Industry and Food and Drug Administration Staff, Issued October 2, 2014.

FDA Technical Contact
Lisa Simone
FDA/OC/CDRH/OSPTI/DAHRSSP/
301-796-2591
Lisa.Simone@fda.hhs.gov

Standards Development Organization

IEC Electr hnical C i http://www.iec.ch/

FDA Specialty Task Group (STG)
Software/Informatics

“These are provided as examples and others may be applicable.

(1) FDA Recognized Consensus Standards

(https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=38829) .
202083H18H greenlight guru ‘HOW TO LEVERAGE IEC 62304 TO IMPROVE SAMD DEVELOPMENT PROCESSES’

(https://www.greenlight.guru/blog/how-to-leverage-iec-62304-to-improve-samd-development-processes)

« FDA(Z BRHIBMHEYINIITHFEO -2z
ZHICIEC 62304% L. ERT DLz SR

« IEC 62304(HEETHDARET(E RN, EERIC
SaMDZEFRDFEALE B ZHITITHIC
IEC62304%1EF
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(HPf) FDA"”Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning (AI/ML)-Based Software as a Medical

Proposed regulatory
pathway for modifications
for Al/ML-based SaMD

Endpoint for
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Device (SaMD) - Discussion Paper and Request for Feedback”

—¢&UT AI-DLZFIAUR
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® PMDACL[EIFRICFDALFGEEEHMOBEEZERTEL TL\S
ARFTOEIFEEZX
(510(k). PMADIES)
- 510(K) . =2 : 90H . PMDAEHFE FDALEGREEHIBOEIR
* BFIRET : 606 BZEEL TS
* A&ER320H (ZE=HY) /1808 (RERRBL) - R
PMA « BRSSO  15(CFDADIZE . B EZERR DR EZ 5

FRHICRIBBEZEZRNREL TS
180-Day | *7&:®180H

I | PMA ) .
Supplement | * ErI#&ET90H « AIEBEHEEN T DEBZIHNBIIRIT
Real-Time |, opg0y (510(k)) oEBEHIRIOBZEE90H
Supplement o

(HFr) ZFEM 2017 FEEERZ (88K BCHIIREEMERDFZERDIRLICOVT] (https://www.niph.go.jp/journal/data/66-
1/201766010010.pdf)
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FDAICH 1 5B EEFEHH
(2020/10-2021/9MFY2 1 AEREE(CEFT)

510(k) ARATE $12,432 $3,108
513(g) DIANFOTHBEER $4,936 $2,468
* PMA(Premarket Approval Application) $365,657 $91,414

* PDP(Product Development Protocol)
* PMR(Premarket Report)
* BLA(Biologics License Application)

PMA,PDP,PMR, BLA

De Novo Classification | UZIHERENSHEEOFEMERR CHAMNR LR EISFHENFIE $109,697 $27,424 o EEOPREFHRIE
Request LRSS T BT DR R(C /IREEIFOE
i PMABIE#BL TRRSNN, EAREENHD. ERARRERT — $274,243 $68,561 BRNEEEINTVS.
Panel-track Supplement | ;g™ gn o s = v BRI ZFED25%12
e A B S e 2 e RO TWS
180-Day Supplement | ZEMHPIRICHZENHIEE $54,849 $13,712
- 180-Day SupplementD#EED FICUA RSN TVBREDZFRWE $25,596 $6,399
Real-Time Supplement | 2 psastz®. SRV, MR QEAEOES
BLA Efficacy Supplement | - $365,657 $91,414
30-Day Notice ZEMPHRICEEZSZIIRETEPRESENEE $5,851 $2,926
Annual Fee for Periodic |- $12,798 $3,200
Reporting on a Class III
device

(PMAs, PDPs, and PMRs)

(HF) FDA “Medical Device User Fee Amendments (MDUFA)” (https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-
fee-amendments-mdufa) . 2838 H 9 (FIBIHRILTAT IRFSHES - HIBIL K (CREI 2 AT EE
1)b BATIHBCHIFERHAERIREEZ] (https://www.med-device.jp/pdf/state/summary/AMED2015_marketing_1b_regulation.pdf) 158



IV. AIEEEHEAS DA EE B bl E DCUE

*IEI . ﬁmuﬁﬁgé

o Alx{ERAULEEK I ROFREBREEDRTEICHUTE. [EERTOTANEENT
WAERF T, 202 1EERR(TARHI OB H DR ZETEIL TL\D

“Proposed Regulatory Framework for Modifications
to Artificial Intelligence/Machine Learning (AI/ML)-

1M Based Software as a Medical Device (SaMD) -

“Artificial Intelligence/Machine Learning (AI/ML)-
Based Software as a Medical Device (SaMD) Action
Plan”

Discussion Paper and Request for Feedback”
2019448

« AI/MLZERUZSaMDOARHICRE I oA ZIRIEE T B
« KOUYIIA M BETBE T, SEOERNIRFIZIBETS
HOESEMNeEDHD

s FERERACHITZEIRELTSPS (SaMD Pre-

Specifications) ¢ACP (Algorism Change Protocol) %ig
=

* SPS(L. 48E. HL\3T 4. FERBMD3DDERRTEDLIICE
{EI2DONZIEL TS

* ACP(E, ZELS2SPSHCARERPIOLATEDDSZONEE
HREDT. B FEDET IV T—IURE T -INKIAD DTS
ER.VIRNII7ZO)N\)FT =23 R EZIBL TS

* SPSEACPD2DDERRAICEDVT, iR EEMERCEXE T 20N
510k (@) HPMA (FBRIFGRER) HEHIETL TLKELTL

&

NERSNTHFHA

B89

et

20214 1H

« 2019F 4B (CARUIETA AN A R— )= (3T 3/ Ty TN
> M BF RS OBEIRERICEITETII T %IRRT D

CPIOVLISIEVD VL %

1. VINIT7ORSMRFEZB(CRAL CEBHIREITDIZE
OHATIAZEFIT (2021FH%2EZ)

2. HmFET7)I IV LAOFHmEREISBUE T 5IT1 ADRFE

1B

FTI\A ZDHEAMBBAEREBED LO7 I O-FRE

HFE7 ) VA L EHMEUEE S 2 FEORF

HHATONTA—V O A%EERTZ/)\10Y N EOFEE

B E AT

.U":PS*’

(HF) FDA”Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning (AI/ML)-Based Software as a Medical
Device (SaMD) - Discussion Paper and Request for Feedback”. FDA"Artificial Intelligence/Machine Learning (AI/ML)-Based Software as a

Medical Device (SaMD) Action Plan”
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