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1. 2 (Introduction)

B 2AE GMFDSAIA Alxg tAgogr7|aZES o] tie AF 2 FEA
gl (verification and validation)S €13 ZOE o|F Fd AZE ]9

A4S FAse ok

2. NAE HE(System Information)

1) &~ZE9)o] M (Software Version)

oy % L= E o HA (Software Version)

MFDS-01 1.00.3.1

% OfAl) 2EESo] BIH B2l A

- MFDS-01 - F WZ  OXEogY|7|e oMM A Hs Sol ¥Es o|xs HE
1.00.23 - e #Zo| ofd B : st MZ ol YIX|, AFEXIS| HOlE I ool
T F7t 4 #Hd S CXEeRY|7|9] 45 S0l &2 n|xX s ¥
Fr A Fq HHg0|

o | A
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3. =&
Ot=R0l KFALE

os Microsoft Windows 7 (64bit) or | Microsoft Windows 10 (64bit)
higher or higher
CPU Intel i5 or higher Intel i7 or higher
NVIDIA GeForce 1000 series NVIDIA GTX 1080, RTX 2070
GPU or higher supporting CUDA or higher supporting CUDA
with lastest drivers. with lastest drivers
RAM 8GB or higher 32GB or higher
Hard Disk More than 50GB free hard disk space

2) ATEQN JHE S(Software Development Tools)

==z odof

QT 5.9.9, C++

=Zzz el E & 2tol =2tz
Programming Tools and
Library

Editor: Microsoft Visual Studio 2019

Debugger: Microsoft Visual Studio 2019

Compiler: Microsoft Visual Studio 2019

NVIDIA CUDA 11.0

DCMTK 3.6

VTK 8.1
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2= U 954 =0l(Verificati idation)
4, B8 L F&4d =02l(Verification & Validation
V&V Test
SRS No. Module or Unit SRM ID SDS ID Unit Integration | System
Test Test Test
DICOM
SRS-01 ) SDS-001 SST-01
Loading
DeepCatch
SRS-02 ) SDS-002 SST-02
Project File SUT-01 SIT-01 ~
MEDIP Initialization
SRS-03 SRM-01 | SDS-003 SIT-03, | ssT-03
Project File Module SIT-09
SRS-04 PACS SDS-004 SST-04
DICOM Series
SRS-05 » SDS-005 SUT-02 SST-05
Classifier
SRS-06 Crop Open SDS-006 SUT-03 SST-06
Pre—processin SDS-007 ~
SRS-07 SUT-04 SST-07
g SDS-009
Al SDS-010,
SRS-08 SUT-05 SST-08
Segmentation SDS-011
Al
SDS-012 ~
SRS-09 | Segmentation SUT-06 SST-09
) SDS-014
Option SRM-02
. ~ SDS-015 SIT-04,
2D Manual | Segmentation Module g
SRS-10 S at SAM-06 SIT-05 SST-10
egmentation |
Sps-026 | SUT-07
3D Manual
SRS-11 SDS-027 SST-11
Segmentation
SDS-028
SRS-12 Threshold - SUT-08 SST-12
SDS-031
Region SDS-032 ~
SRS-13 ) SUT-09 SST-13
Growing SDS-035
Al Aot
» Pass/Fail
V&V Activity V&V Test Report
Tester1 Tester2
Unit Test Pass Pass Appendix 1
Integration Test Pass Pass Appendix 2
System Test Pass Pass Appendix 3
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oo Faeol % M52 Bttt

2) N8 &3

O ad=A
2
Ab

NY o 5FE SIE =0

Xzl =A

1) &2 220 Vac + 3%
2) Fots : 60Hz £ 2%
Al A

AMEE stEdo #B3=A -

CPU: Intel 9th i5 of &t
RAM: 16 GB o &
HDD: 200 GB o] &

NEE 2= Ego sd=A -

ubuntu: 20.04

docker version : 20.10.8

NVIDIA driver version: 470.63.01

CUDA version: 11.4

Python: 3.8.8
Ax|E  molM  z2tol=2{z[: Flask 2.0.1,
Scikit-learn 1.3.1, catboost 1.2.2, numpy 1.21.6

Pandas 1.3.4
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[J AUROC?2| # 2|

= dsgrloM A== EI7|EQ AUROCS Heol& cf2nt Zck

= o oo

AUC

Trus positive rete
=
in
T

L - Classifier ROC curve —

o B )

o B2 03 04 08 08 0F 08 09
False positive rale

ek

AUROCCE =gl 2/ M&ol gt &% Jef=o|ch

2ol M AUROC =412 Hatel 3l 2% ZAE 726t ZEo 45 EItE

e

5| AtEE.

ok

a

[

Z+t = (Sensitivity), 50| &= (Specificity)2| H 2|

2 dsgIoM ALBEE gIIEY ddE, Solze Heo|ls ofsn 2ok

ol 2t = TP / TP+FN
S0l = TN / TN+FP

=

TP. TN, FN, FP ol tist &2l 7|l (confusion matrix & 0O|-&)

off A
True False
True TP FN
AL
False FP TN

- TP(True positive) : A HTrue, EF 22 0oM o Z0|Trueat THEHE H 2.
7

fd
£l
n
n

- TN(True negative) : & M False, 2F 2ol M of Zo0|Falsezt
- FP(False positive) : & M False, 2 F 22 ollA 0 Z0|True2tn ECHE A2

=
=
AlH True, 2F 220 M 0of F0|Falsez}

kl
_l':_|
_lj_
n
N
o

- FN(False negative) :

3) A8 Z1

- confusion matrix

of At

True False

A True oo oo

False oo oo

- AUROC : 00
- Al ZH = (Sensitivity) : 00%
- §0| =(Specificity) : 00%
— 47 —
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. IEC 62304: Medical device software - Software life cycle process(2006)

Guidance for the Content of Premarket Submissions for Software

Contained in Medical Devices : FDA Guidance(2023)

. ISO 14971: Medical device - Application of risk management to medical device(2019)
. IEC/TR 24971: Medical device - Guidance on application of ISO 14971(2020)

AEAGS7I€ol A8d tAL87]7] 37k AAL 7hel =2kl 4 2F4](2025)

AEAs71E0] A48 TALE717] A3AATE A 7lel=elel, 4 9FA (2025

_50_

CIX[Ee| B 7|7| A= E O 57} AlA} Zlo|=E2I2I(RI ol oFf M)
W W K A|ZO|OEQOIHMA A|ZO|GEOIHEIIY
T 8 20254 5%
ETO o Aol
T S B
I o BEW NI, MUT ATY wA, AP, Ao, BYL, Uds 0T,
= = = =opm, 2o
28159
52 HFEA SHT 088 e5MY 22 187
g o X AZO|GEOIMHIIY CIX|ZH AT YDt



4y 22 187

2 o
=

O A
A x| 4

? o
et gt
all A
=~

rlo

T nl

A

19 0fk

I
9|

L

~
o

i

(f28159) &=
/L|I
S BY|7|MAR COXEH
TEL : 043) 719-3942~3949 FAX : 043) 719-3940
http://www.mfds.go.kr/medicaldevice



