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Ultrasound Market Growth in 2019
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Region 2016 20173 20224 CAGR(9%) 2017~22A
North America 175 255 1,583 44
Europe 102 151 965 449
Asia-Pacific 58 89 708 514
RoW 29 44 325 49.2
Total 364 539 3,581 46.0
(Z 4) QIX| ZHE L A AARIQ| CHE S AR 72 2 OISR
£%| : BBC Research
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1) U.S. Food & Drug Administration, What is Digital
Health? (https://www.ida.gov/medical—devices/digital—
health—center—excellence/what—digital—health)
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Administrative automation &
digitization
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Clinical intelligence & enablement Pharma supply chain
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Screenlng & diagnostics " Real-world evidence (RWE)
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Z£X : CBINSIHGTS. Digital Health 150: The Digital Health Startups Transforming The Future Of
Healthcare(https://www.cbinsights.com/research/report/digital—health—startups—redefining—healthcare/)
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2) U.S. Food & Drug Administration. The FDAs
focus in Digital Health (https://www.fda.gov/
medical—devices/digital-health—center—
excellence/what—digital—health)

3) U.S. Food & Drug Administration. Software as
a Medical Device (SaMD)(https://www.fda.gov/
medical—devices/digital-health—center—
excellence/software—medical—device—samd)

4) International Medical Device Regulation
Forum(http://www.imdrf.org)

FDA Pre-Certification pilot

Accelerating access to digital health
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Real world data
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(aZ! 6y 0= FDAL| AZ E9|0] Pre—certification TFa] = = 724
ZX{ : Roche Diagnostics. Medical software and the value of digital health,
(https://www.roche.com/about/business/diagnostics/value—of—digital—health.htm)
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Clearly defining Intended use of SaMD

* Criticality of context

* Critical situation or condition

— where accurate and/or timely diagnosis
of treatment action is vital to avoid
death, long-term disability or other
serious deterioration of health of an
individual patient or to mitigating impact
to public health.

* Serious situation or condition

— where accurate diagnosis or treatment is
of vital importance to avoid unnecessary
interventions

* Non-Serious situation or condition

= where an inaccurate diagnosis and
treatment is important but not critical for
interventions

M| AZER 0] HPIE TSt 22 OlAIZ

MIARCLS

m O|27|7|2 N2 AZEQ 0= SIEHI0]
o|Zy|7|= BEBHCIZ 0|2 7|7| o= 77|
ADEQHZNMO| CIE AZEYH H HE
ATEQ 02t =2 4 US. CIE SI=0]
o|Z7[7| = ol@ 77|12 A2 7 AXE
gllofof| chist 0| == o7 H+-E XiSs
= AZEQ0, oI S0, M 71570
AMEEl= HEHE NSst= X2 A& ATE

Aot= =717 |1=2 M2 AZEL0R.

5) U.S. Food & Drug Administration. Proposed
Regulatory Framework for Modifications to
Artificiallntelligence/Machine Learning (Al/ML)—
Based Software as a Medical Device(SaMD)

— Discussion Paper and Request for
Feedback(https://www.fda.gov/media/122535/
download)

6) U.S. Food & Drug Administration, What
are examples of Software as a Medical
Device?(https://www.fda.gov/medical—devices/
software—medical—device—samd/what—are—
examples—software—medical—device)

Significance of information

* To treat or to diagnose
= To provide therapy to a human body;
= To diagnose/screen/detect a disease or
condition
* To drive clinical management

= To aid in treatment by providing enhanced
support to safe and effective use of
medicinal products or a medical device.

= To aid in making a definitive diagnosis.

= To triage or identify early signs of a disease
or conditions,

* To Inform clinical management

= To inform of options

= To provide clinical information by
aggregating relevant information

(a2 7)FDA7IE Q|27 |7|2AMe] AT EQ|0f
EXx| : Regulatory Affairs Professional Society. Is your software a medical device?
(https://www.raps.org/news—and—articles/news—articles/2019/3/is—your—software—a—medical—device)
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7) U.S. Food & Drug Administration. Digital
Health Policies and Public Health Solutions
for COVID—19(https://www.fda.gov/medical—

devices/coronavirus—covid—19—and—medical—
devices/digital—health—policies—and—public—

health—solutions—covid—19)

8) U.S. Food & Drug Administration. Federal Food,

Drug, and Cosmetic Act (FD&C Act)(https://
www.fda.gov/regulatory—information/laws—
enforced—fda/federal—food—drug—and—
cosmetic—act—fdc—act)

021



» FDA= F2LHO0]| CHSt wE X0l HE
£ PAAH HSKS0iA MSsh=s AZE
Alofoil chsl O1Z 2l=7 (72 EX| 27 [ofl -

MGIK| %42, 2|z MSAV o= 23S flet
= =72 AEsL OfHol| 22 2t
57| 2l AEL0]. Of2{et AT EY0=

BIAE O] TR} AR2(0]l : HICIR, Tt Chol
7

2
2
o

MESss AL2CHH B2 7IsS

QHIXo 2 AKXt 1RS

0 0

4o

1

e]
;E
2

s
—_

A
o

S
=]
=2
e}
T
F||

= 7 [Ef SEHO| TIEt ==
CHRISHALY, e EIHE
O x|z, 2=k, 0=|Itc'!01| AEs
Plet 0| OfL|7 | =20l EX |2} 2

® FDAE F=LHOet 2hedsl LMoz
ALl H=E FEE SRl MSsts &

ZEL0t= 2l= 71717} OHL17| 2 0l| Al

oo

H

F

ro
il
1o
=
rm o

ot
L%
=
A
0% Mo

4
02

N

.UIO

QUXIZHOY| - EXte| E-oi| w2t HEE E
Ef2) &t QA ue H Het RO HISS =
0|1 S=HO 2 BiXt SHo| HLHEIE X
e ol2fet VIs2 YKo = SiXt uss
flet Aoz, 2 L= J|EH eS| EIE
= Y QAL BYS XIEs 28| Xz, 2
s}, X|= E= ool ALE517| #fet 20| Of
=0l : £ Extoll chet oz TETte| Eot
EZLleP| flet=x)

S 2Rt = FHRoi|A 4

2E MSst=

u
dJd
b~
fr
I
i

0y
0z
&
A
rr
Ral
Hu
=2
)
rot
0

9) U.S. Food & Drug Administration. Policy for
Device Software Functions and Mobile Medical
Applications. (https://www.fda.gov/regulatory—
information/search—fda—guidance—documents/
policy—device—software—functions—and—mobile—
medical—applications)
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