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3. F8 7)<

OAe des Adsks F8 Ze2s A 7]EGensing), o1 E
7]%&(Wearable), AFEQIEJYl 7]<&(nternet of Things), & AFH 7|&
(Cloud), HlH|o]E 7|« Big Data), U3 A5 7] (Artificial Intelligence), 713
A/Z7F3 A 7] = (Virtual Reality/Augmented Reality) 5©] AT}

D AA 71<(Sensing)

WY 7L ojw BAo| ol £E 52 PAs] FHTE &
g wah oAl Aol ¥ B LEE AAR AZY o] Lxo
NG A7E7E 24 EE AR olHG AAE $Ele] Yyl
A T AT GEk

MAe] FFE oW e ZASuel we TEEE, A4 FF
£ o 20004717 ok dth QAATA 4 A 5 A= AN
L oen AN, FE AM, 280 A4, 4 AN, 7k A4, AEE A
A, 25 A4 Fol otk Wutell} "ok, @Y, ALEHESGO) FE =

<# 2> M7= 7Y

ezt H A ZHOA

AlZt Z MM, ofo|X| MA 9, el MOoE x|, £
2zt oto| =, =Zut MA =24, 24

=2t TtA MM, 47| MM B AY

o|zt O|2 MA, HiO|2 MM o

=2 7| MM, 2E/5E MM, 23 dA =25, o9

svbE AEae] A9 AEA & dlel oF 15071014 2007e) Wk

35) ¢7]89h3t, https://ko.wikipedia.org/wiki/All A
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ol MM, e AA, =% AA, ZH AA, 28] AA, oA AA, A
T AlA, B4 39 5, 10 F9 20 78 AlA7F AREE AL QlThSD
ALA
Proximity o Temperature
sensor sensor
Ambient Pressure
Light Sensor sensor
CMOS Imager

¢ Fingerprint
sensor

_]—O Magnetometer

sensors

GPS sensor

Accelerometer &——— —® Gyroscope

Humidity sensor &— Microphone —® Touch sensor

A2 : Sumit Majumder 1 and M. Jamal Deen, 2019, Smartphone Sensors for Health
Monitoring and Diagnosis

2) Aol E 7]&(Wearable)
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A=), 87|
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A, AA7IE0)71d AYe 27, H/FA UHEYZ 7E 502 FA4FH
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<E 3> doids 7189 7M 7|&
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A MetHst MME 0|83 QlMAls =X MM ZHMME
A
77% 0|83t AlEAME =X Za/xsn MAME 0|28t Hat HHs)
=X otey/met MME o|28H otn}l Myt 2N S

37) =xd&g st https://100.daum.net/encyclopedia/view/125XX52900005
& 2] X1 52(2018), Yoj2L Clujo]A
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2 A5 w3 40)
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T =2

A2 « AFSQIE Ul HdZE &= A= 2 A2 Stdgd AARE
Al AlHsE = QY| HF= Al =eolo| Hest

=tol «of) HEQIZ A 2= A J4Aof 7 IP T4 Hof S
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AARZAZITHWHO) B =] - 2 AF7E, AFdA SolA= okt
2ol gAY 1A E AT}

D AAEZAZ]F(WHO)

WHOE HAE A2FE YA Aot} e-AX(wntd I~ 23 ¥ o}
Uz}, wEolE, AEAs, SAAS okl W@ 7
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) 1 - L=
A2 e Boro] Y8 ZBe= Ao Ao HTHH

“a broad umbrella term encompassing eHealth (which includes
mHealth), as well as emerging areas, such as the use of advanced
computing sciences in ‘big data’, genomics and artificial intelligence”s?)

() "= 2 F 2] F=(FDA)

FDA =3 tAd 25 YA Aot 2nfd dx~ AAAH R
&, oy E 717, A8/ g, MAEEd 8 T& XF= FY

o2 Ho|Fr) 5

56) WHO(2019), WHO Guideline: recommendations on digital interventions for health system
strengthening

57) WHO(2019), WHO Guideline: recommendations on digital interventions for health system
strengthening

58) FDA gm|o]x],
https://www.fda.gov/medical-devices/digital-health-center-excellence/what-digital-health
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The broad scope of digital health includes categories such as mobile
health (mHealth), health information technology (IT) wearable devices,
telehealth and telemedicine, and personalized medicine®9.
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= A Eop” 2 o6

o)A TAE Wro oo} MR ofF HPHo YA Utk T

59) FDA EHo]X],
https://www.fda.gov/medical-devices/digital-health-center-excellence/what-digital-health

60) B, BHEx}8(2016.12.22.), "HAERLAA ) E 55 vjfRHE 25 St =of”

61) AU EAAFAL, 2019-2021 41171 R&D EAPHEE-C] A G BAHof

62) o] 2N P(2018.6.20.), TIRY BAA O] HASaFH} A AAPE

63) St=OAEAAAAHS] SHo]X], http://www.kodhia.or kr/company_02.html
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64) Deloitt(2015), Digital Health in the UK, An industry study for the Office of Life Sciences
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monitoring monitoring Apps SGenonwcs; digital records
Remote Video Wellness/ ] Precision Provider-held
medication consultation fitness apps medicine digital records
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Data
analytics

ALZ : Delaitt2015), Digital Health in the UK, An industry study for the Office of Life Sciences
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1002 | 2018 AR & 2026 A 7HX| & 5 EHefel FALE &3 FDA 7H4
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3t o

3001g | &clzpdof gHAte] A oolE =gt

3002 | &AL SAlo Ak Jto|H A o

3003& | tAtel ol ey

30048 | 2o AdOolHE Al e IpHoAM E

30118 | Al S5 HEB

30128t | sl AHE st EHHAEIE 2o2kE

30138 | 8|3 olsZE&tel x|2E f|$ PRV(Priority Review Voucher) == 173

3014 | GAO(Gov't Accountability Office)2l PRV ¢+
30158t | Orphan Drug Grantsoll st 74 &
30163F X&EHel ofekE M= Ao ofst oA H| X[

il
N
N
of
o
>

o | AX At2Z7H(Real World Evidence) xHEH
30232 oIzt Adof st A el Xlo|™ H A3}

o AtAlElof Th3t gHRte| So| EHS Sof 3 A
L

Summary &AL 7ts

30328 | =S QlEfstA st= Mo Mol 2AUE ALEel HMEtH Jts
3033& | Regenerative Advanced Therapy &17te| Al&3}

3034%& | Regenerative Advanced Therapy& 2l 27(7|2| &= F&
30358t | Regenerative Medicine2| 7tolEH Al #H =4

3036& | Regenerative Medicine®} Advanced Therapyel 4% |
3038&t | Combination Product =§ 2l

30428t | MH=2 flsts HAPARE 9o stHE AlRES 915 57t
3044t | ol d=of ztot H3AL 7‘1T7F ol &1

3051e | Breakthrough Devices
3052 | Humanitarian Device Exemption
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30538 | A& 2l 2™ (recognition)
30548 | 1533 253 717 #=e| MEY
30558 |55 AETe MHA

30568 | IRB(Institutional Review Board)2| A&k Zst

3057& | CLIA(Clinical Laboratory Improvement Amendment) 02| =&te| 7HM
3058% | Least Burdensome Device Review

30598 | MALE Jtset 7|7|Ee MAEgE 2 O HE oolg Ex35t

3060& | Medical Software Regulatione| & =3}
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agla 20173 7ol gAY &~ Hal AHZWDigital Health

Innovation Action Plan)& XESIHA, AT EL S o577 AEFS /Est
A5 S AKHoE Bt AxI|ALY 9FH &9, FEHY

2ZA2 T TS WUt Az3 AL tigte] AR /ISE Fost
= ‘AXEYY ogr|r] AMA QF ZZ 13 (Pre-Certi Program)’ Al HA}
A Ags IS

FDAv+ & ZE2 I3 i v 5o E AZE] UAFS S B
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e F AE ME jdel AFF F Yok A

AZEY o] 98577 7|FES AR ISEA] ARE AA
571 st ¥ = J|Fo 2, 3R QFH(Patient Safety), A& %Z‘—__](Product
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Organization-Level
Analysis

. Product-Level
Analysis

%  Excellence Appraisal

Demonstrate a
Culture of Quality

Fteal-'.ﬂ.':::;II:e & Organizational
Excellence
Pre-Cert Total
Product
Verify SaMD’s : ycle (TPLC) : @ Review Determination
continued safety, ‘*""—"’”

effectiveness, and

performance Define product

claims

Verify org's commitment
to culture of quality and

Streamlined Review
organizational excellence

(if required)

Product reviewed to determine
reasonable assurance of safety
and effectiveness

At= : FDA =4 0[X], Digital Health Software Precertification (Pre-Cert) Program

3) 5S¢ : gAY AA o H(Digitale Versorgung Gesetz) Al|150)
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, = Conduct listening sessions with stakeholders
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Phase 1 and Engage = Develop resources for FDA staff
(Fall 2020) Stakeho? d§rs » Begin operationalizing the DHCoE outcome measurement
= Amplify FDA’s digital health work
= Build strategic partnership for policy, regulatory science, and
Phase 2 BUild fellowships
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-Winter 2021) P » Create a digital health community of practice
» Assemble FDA and CDRH advisory groups
Phase 3 _ » Continue to build strategic partnership
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(Winter 2021 . , » Update and implement regulatory framework for digital health
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