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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
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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

Ja BABYS
A eBEDELE notoble PROTENUS @cedar Olive 0

REDoR” . Plinieie GEESe @ALeus (g LeonTons

Jinnovacesr ELEMENT 4 BiskibolliBanss

varnEi Quertet C) ©R nUvo @

He 4 ARl BREICE EtCIXIE 7|
£2 7|Z0| 717 WA} T2 iRt 2

=l o=

Zoi| thigt & 2531 & Z2 Hl0[Eof| 2izfet &
FE U2HE =2FECE 0
7| ZICHE OfL 2t 2k Zigtofl thigt 2%

IS 7Fss et

IS Sat ol

ChE2 CXIE 2A 7180] o= MSA,
AEX} S| SAKESOIA 7HHCH & 4= U=
ZQ gak=0|ct

* I Xpi£51E 0|2 RIZ
o xiax 212
Rt 7K Bt

o

%
[}
riok

* ot
A
0F 0
R
~

Clinical intelligence & enablement Pharma supply chain
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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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(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)
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