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Figure 8. The performance of Histogram Equalization

Preprocessing by Contrast Enhancement Techniques for Medical Images” (2018)
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AE7 #E A3E 424 (fine—tuning) 310 2P S s PHE Uk

[A% 9] 2|& G|o|E| HIE xS 9ot 2t &

<« Labelling

TooLs

*ZX: MEDTAGGER

ol WA EME % ABXS WD BUO| S W
&

S~

1o

EH
=
w4 RokelMe AWbAl oluA] AA QXM Hold Ades B RES
o
[€)

=
U2 ARSI, EX Y mdd 9y TxE
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Screening

“Mr Smith has a lesion in the brain”

Data
“Images, clinical data...”

\YOLE

©2020 | wwwayole.fr - www.i-micronews.com

\} Développement

*ZX: Yole Development (2020)

H U HNEY 2F = g

uj= FDA¥ 2017d 7€ 2E3F TDigital Health Action Plany oA 13A 5 57719
AXEYOH 545 NGt 2ZE o] AMARJISAIE (Pre—Cert for Software) 2t AZE
AR Bt vb gtk AMARIGAIE S N AlES BUeA ¥, Alx JAS] AZEd
AA, A @ A AR o] (Real World Data) 4 58S H7Hs] A28 A4S 2t
AMxAFE ARQIFeHE AEnh o AXAREC] R QIFAST dRI|Ve ARHEAE
ta3}ehe ﬂ% A 3 BUHE qtAlE Agsith 23 1€ele JdEAle gu71719
AZEY S WA MAL) o el = AFFYFE) ke FA T A YIS A A )

[23 19] O|= FDA2| Pre-Cert =217

Organization-Level
Analysis

. Product-Level
Analysis

Excellence Appraisal

o

Demonstrate a
Culture of Quality

Real-World -
Performance & Organizational
Excellence
Pre-Cert Total
Product
Verify SaMD’s Lifecycle (TPLC)

continued safety,
effectiveness, and
performance

Verify org's commitment
to culture of quality and
organizational excellence

B

@ Review Determination

Define product
claims

Streamlined Review
(if required)

Product reviewed to determine
reasonable assurance of safety
and effectiveness

*EX: FDA
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H =2 Q3Xs AZAGMIICE 7|z ME 7|Y: IBM, Zebra Medical Vision, Enlitic

1. IBM, 2I3X|s 7|23 EZ 3o o8 FMIXITH MEFX]
2

IBM ("= 20120578 eAs 7les o5 okl &8sy A d+& APstar
AUtk IBM= oF3 #E" 60nt Ao oA 2, 42709 98t steA 9 A AlE
do]EZ e 2007 #Holx ¥ 2w, 15000 4o AAl #He = A, 25,0007
A7 Ab AUE e, gAEY HE /=2 AR A7 5 Aol & Hol Qe dHolEE
st 20149 %e] oF Au £2Me 9 X% %gixl (Watson for Oncology)’ &
A AsHAT. 1 o]% IBM2 #4AA A, AR ER s, A wiE, g5 I

BAA Vsd fEom wAAAoH, 20179 280 9ES olgd AFA 7ue
o8 g 4 = ‘gkE FEYAE olv]Ad 2R (Watson for Clinical Trial Imaging
Review)” & 7lstsich.  ‘st& S8y ovd R = CT-MRI & 9% ovAE
Eget 3ze] oy dHolHE HAEsSta 54 AW Ags Ady AsRs Abee
TrIHoRE, AU v Hdde A& vk ok IBM AR VedE vEoR 98
wor A E AR AAE 2P Ao ofAdEn

2. Zebra Medical Vision, FDA S{7}0] I}2 B5 XM A 24 483 243}

A8 g}t vt 8]H (Zebra Medical Vision, ©]2gtal)& 2014del] AHE HedS o]
IJr EFA ATs Hgt A7 S H¥W R gl

T (Intermountain Investment Fund), o} = #9-=(OurCrowd) 2} =H]
Ventures) ¢ A& Awd]l A 6699 ol 7I97HAE H7kta ok AHet
oz v gE £54 AIL(All-In—-1)2 2017d 11€e] EAgon, +2 Fe$¢
G835 g5 9 BA ARA Aotk AAAQ RE e 47 APARE gAY
gy gtz A] EFAHZ(TRS, Teleradiology Solutions, <1%)eF 4 209970= 1074

WAy o 7| AuA Ay A AdsAh 20199 59 ulx FDAZYE 7|F
HHS o FR XA BAS 93k A AHCQ HealthPNXe| tjst AlE 8718 53510, o8
FAHA A Foll W3t Ag3E EAst Qv

3. Enlitic, &d Y T 7|=2| 1E3}

o
del¥ (Enlitic, Pl5)&  20149e] 2009 Fas W

oA A" AFAT
~EFESolt) <P CNN& A"a] o5 974 dolgeA o F%2 79 $A 5=
Aagk g o5 94 dHolHE stlzﬁv} oM Tk Y T& UERTE 540l
ol EAS FAIT Aol oM FUdAA ofF ek £ gl HEE Aso®E Fohdle
HW2loltt, 20159 10€ 95 FARIE AnjA 710501 7Hu4% &~ (Capital Health, &) 7}
A AARE AA Hx2 Agstds dege A wjzo] sy AZT FAll
Aog i gyl AdAwtde] Fx5 @¥gsin oF 5HR~19Yy Apo]d] TpAE

]
Frpdskom, g ARG Aol Feide wet 1 M= s SUkE Ao R dgEd.
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B =L USXs FHAFLHT IAE 7Y Ho[AHA 0|, AufAAl An|L|EZAFH O]

[Ao]AA0]] Alo]dAlol:= 2014 AYHE AFAF 7Nk g5 F4AGE AF 9 A
X-ray &5 A|AED 7fHE 7]9dolt), 20169 39 =<l ¥ MR G4 dolHAIE S dlo]H
A AAA AR Ak AAsATE o] Aekx F3 AAdl g=7]7] 100ZZAE
71 A4 & AFeR  tkst AF(GMP, g=717] F7FIF, ISO 13485,
JEHAAZIEWNET) 5) g5 9 MOUMNEFeAdF4, vddisyd 5) A4S A8t
Ao, 20199 12€ 47 A Ed A 132 325 Al At A=l

AojdAele] AFAE i g AT BAEFL F 8744 RdelE (MRI, CT, X-ray,
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