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ofl

This collection of IMDRE SaMD documents will provide regulators
with the fiindamental building blocks and a common understanding of
the many kinds and importance of sofiware for medical purposes in
advancing public health. Generally medical purpose sofiware consists of

(1) sofiware in a medical device (sometimes referred to as ‘embedded”
or ‘“part of’);
(2) sofiware as a medical device (SaMD).

%1 IMDRF/SaMD WG/N10FINAL:2013

IMDRF/SaMD WG/NI0FINAL:2013¢] Key Definitions®l] wW=WH Software as a
Medical DeviceE ‘St=¢o] 987719 dF7F HA ofystil sk} o] AY
SmHAE 8 AE&HE AZESE AFogdn. “diRIF HA FTE
ot ouRAs GAsty] f8 st=deol 9877l Hedk Aer obd
AZEGOIE oulsty okg FAo] st=sjolE FEste Aoldd dd A
EfJol= SaMD9] AoE FEHshA Eev= AMY w£d Axsta o A9
U2 oa 2o

_’|5_



5.1 Software as a Medical Device

The term “Sofiware as a Medical Device” (SaMD) is defined as
sofiware intended to be used for one or more medical purposes that
perform these purposes without being part of a hardware medical
device.

NOTES:

o SaMD is a medical device and includes in-vitro diagnostic (IVD)
medical device.

e SaMD is capable of running on general purpose (non—-medical
purpose) computing platforms.

e “without being part of means sofiware not necessary for a hardware
medical device to achieve its intended medical purpose;

e Sofiware does not meet the definition of SaMD if its intended
purpose Is to drive a hardware medical device.

e SaMD may be used in combination (e.g. as a module) with other
products including medical devices,

o SalMD may be interfaced with other medical devices, including
hardware medical devices and other SaMD sofiware, as well as general
purpose sofiware

e Mobile apps that meet the definition above are considered SaMD.
=2]: IMDRF/SaMD WG/N1OFINAL:2013

Zb=r2 IMDRF7F A ofsh= 7id& Farste] =i7p e Az Edo] o5 7]7]
E

sl AelstH, Tl Ag Tem7]7] AZES §7FAAL Thel=ekel
A fe]m 7 FFEhe HEAHoR AMESH7] 98 AEE AZEOR
Edd AZEY WAEY 2ZEJ], 2rld 88 ¢ T8 Eis=
Ao Aelsta i
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=¢ 1347 1624| 1743 2004 2320| 2701 3147| 3738| 44b4| K322 6422 7811 18B5%
At 56.2 62.8 70.5 79.5 902 1029 1180 1360| 1978 1842 2163| 2007 19.7%
7IE} 118.1 1350 1853 179.7| 2092| 2451 289.2| 3435 4109| 4953 601.6| 73646| 19.3%
Al 1312.3| 1373.3| 1743.8| 2038.7 | 1734.6| 27955 | 3315.1| 39583 | 4760.6| 57685 | 70443 | B6T1.4| 19.9%
=4 Grand View Research
adg 2. 229 gAExaA A3 AIgFRE A (2014 T 2025)

_19_




o] °Jg87]
57171 T YA EX
. 2 2] 5= Ao A | o] Bl (
RWD, R
, Real World

73‘0] 7]'1—5"3}131] %]'o]]—}

X
lo
fr
L
i)
_0|L
N
¥
o
_0|L
N
=)
S
K-
o
N
Bl
X
r

X
ki
B
[k
(m
2
lo,
b
N,
N,
il
S
2
_0|L
rr
s
2
N
1o
>,
lo,
b
N,
N,
b
(K
(m
S
9
Y
BN

719z Q=
— L——H o >~
s ol A AAS
JAS YRl il FF
3 A
= = Al
I

o] 5 o Al
ool AE
o J B A = -
APl = F=A= A 7ko) XL AZES O] =779 s
8717l dAe dHe = 4 R AERAE
37 o o5 iEEO‘"(ﬂ 4 = }\O]ESI O]E}tﬂ- */'\—EEOJ](H
ZEgo] o577 whe] 7
o]l AF W OE
= ?Xa]jﬂ’?’/]

71 sk 8
& 27 AA wold Aow

- 20 -



M. 2ZE¢o 9o 587]7] @ GMP A

azESe] 9877 A 4 AR/ FATFAL BEHEE FA

et Fa kel FAAA GEe WA ofd WL FANF 2L =

1. FA 7179 2ZEHS 957]7] € GMP A

=77l FAHY FFS WA= FAV|FAE FAET T A E2T8)
317] 913k ISO(nternational Organization for Standardization; =A%+ 3}7]) ¢}
[SO9 & HA=2 7] 7]Ed dis AT HA-e= 3d 9 AHsE
IEC(International Electrotechnical Commission; = #1#7]7]&9]13%]), 18
18] ==, 4, vt 4 55 S, Bkl grjol, A7tz =,
eRlsr, Ga)el o877l FAR=AR FAE =4 R7|7e A
gdsts 7HEsl & Exow Hdy® IMDRF(International Medical Device

Regulators Forum; =] 92717 FAG=ZAEH)7 Qop4o,

7F ISO(F A EE3 71 ) IEC(FA A7 719 939)

I[SOE E=3tE 93 =4 A3 =2, 4% Foko AT Anj=o =44
WHFE FYsA B FE A TS S wA Adslelt ISO7F Al A
st AL AAEE AT 7 4 w7k Ao gA et A%
sko] AFEE = Qv 1947 ISO9 A7) FLog2A 7FY3 IEC= A7
go #EE ZEo FAH BY 2 2AHS 98 A A4S AA



ISO/IEC7} AAF 74 F

N8 FARGA2ES 937 ISO 13485, AZE 0] e 87]7]9 £9F7]
Z2A 20 el 278 IEC 62304, 9871719 gd#g= 943 1SO
14971, /5 A7) Fuje] 71 <kdz A4 AT dd S FAE S e
IEC 60601-1 %5°] 9t} IEC 62304+ 93 v=o] Aed AZESI o
oz 77 AA I TFrow AxEYY orv| 7o EARE S} A
DA FAolgt & & Ak T ol ISO 134859 ISO 149719 ¥ 9]
ol Al A g5 of of Frploints,

Y. IMDRF (A 9577 #AFIAEH)

IMDRF= =4 e|57]7] tA] @dste] Fx& s8] 11709 8 =7 =,
8, A, 48, 25, T, Bk, HAlel, AR E, i, =)ol
AR AE=AZ FAAE Al FejAely 57 Al 85%E AHA
Zoz dasy] Axe FA EFEs 9L WY
2021 g5 ol A19%-A204 IMDRF &=
229 A7158E MASGH P IMDRF 25 1% T 2ZEH o 9=
7171e] Qs BAE aFe o 2o

(1) 958 AHxZE o (Software as a Medical Device, SaMD)
AZES O gR7V|7|Y BERVITH A % 8oE AHEsta, AEZEYY
57719 AT FHAFFGA =T 48 D H WA gigk Jfol=

ehel, RZEG ] 98719 A Bl e sbolmeel B wasg
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(2) Q1 FA 5 97 7]7](Artificial Intelligence Medical Devices, AIMD)
A3A S om771d tgr ZFS MEstr] A& om7] 7)o A& H=

Al 713 F8 3% &5 51 daAs mr)7lel v =9 4
I

(3) 9 57]17] Aol H.ok(Medical Device Cybersecurity Guide)
Aol M B eE Ab R QIg o n ]yl MY HESD BAE AT 93
o5 7]719 A} FETE HASES Ato|HEHQE Jlol= g et es 1%

o] T4

(4) 957171 d L A= 72 13 (Medical Device Single Audit Program, MDSAP)
oz 717]d ek vt oo FAAY VS FFIEF gAH

99 EAAA Zeade dAdons BRAH A FHE Fol7] e

rot

MDSAP<S 2012\l Attt i AF-152 ddass A% @ +42

A ZRag Azgel da el Eekele Aluse

2. 9179 AZEHo 9577 2 GMP A

n=e AlA 1919 BV AxmemA ogmv] qrAE A A
o]Fol7ta 1o FDAv AZESo] o g7|7le] 275 Fol7] fla vddt
NS Hzvk 21471 XA & (The 21%° Century Cures Act) I A ol A &
Efel 87719 g AFE E&s] AR L, FD&C Act(4] 3+

H
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nj = AW R E 2 CFR(Code of Federal Regulation)®] 21 CFR Part 820-&
narol A e 279 QSR(Quality System Regulation)S o &

ZdA st o Y LFAES dAFE 7179 AA,

Az, £, iy, 2d, A3 32 M2 5 Fdddg dg AR
ISO 134859 frAFetAl AAsaL glow, AKX E o] oJg7|7]d A Hgt
QSR9 A &S 2 3upo0
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S
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dol =717 € GMP A

A AHAE A7Z2 FHAEU) 2AdelA 95717 #A Ao dist
NAEE AldstA HJdvh. FHAFS 71F9 A (directive)’e] & 2] ol A]
20179 ‘9 A (regulation)’®] 2o 2 o 5770 W FAZS A AA

s, 71E
AFpe BARE dw
ARSAA A5

7171

o e AR T T 4L w3
XJ'JE gl—xg}tq —/;\—EEH‘HE 94‘%,_7] ]oﬂ

9] 98 7]7] A& (Medical Device Directive; MDD)ol| A 2745
TF & (Medical Device Regulation; MDR)2. &

REETPE

¥ 7. MDD} MDRol A ¢ ¢ g7]7] A ¢

MDD(Medical Device Directive)

MDR(Medical Device Regulation)

‘ . . )
medical device means any

instrument, apparatus, appliance,
material or other article, whether
used alone or in combination,
including the software necessary
for its proper application intended by
the manufacturer to be used for

human beings for the purpose of:

‘medical  device’ means  any
instrument, apparatus, appliance,
software, implant, reagent, material

intended by the

alone or

or other article
manufacturer to be used,
in combination, for human beings
for one or more of the following

specific medical purposes:
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134855 9o 957171 FA474 G AI=gel de AR AAs T 9
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w70 flel 18 7ket e uke vhol=ekels Adskal ol

89S 9 57]7] A F(Medical Device Directive; MDD)ol A ] 5 7] 7]
7F % (Medical Device Regulation; MDR)S. 2 /Ao 22X olm7]|7] A=
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o Al Regulation(CFR)
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Abstract

Proposal for improvement of the standards for
Good Manufacturing Practice of

SaMD(Software as a Medical Device) in Korea

A Young Yun

Department of Medical Device Engineering and Management

The Graduate School, Yonser University

(Directed by Professor Jin Sung Kim)

Along with the economic growth worldwide, healthcare interest
increases and so does the medical demands. Furthermore, the paradigm
shift due to the fourth industrial revolution and the aging of the
population requires a great deal of changes in the medical device
industry. Herein, the interest in software medical devices that are
capable of predicting, diagnosing and treating diseases 1S increasing,
and the importance of approval and the quality management
system for software medical devices also increases.

In Korea, the domestic Good Manufacturing Practice(GMP) standards

mainly focuses on the hardware medical devices. Hence, it is currently
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difficult to apply them to the manufacturers of software medical
devices.

Therefore, the purpose of this research is to suggest improvement
in GMP standards. Especially this proposes the details of changes,
considering the characteristics of software, in the quality management
system, to help the review of the manufacturer of software medical

devices.

Key Words: SaMD(Software as a Medical Device), GMP,

quality management system
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