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Class III ) PMA Ay HE Al~H
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SA4719 JdEdH FEs= T HAYEFRA Class I 22 FFFH, 510k)
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kS AlA 6}21E‘r.29 01 7P°1‘:€HL oFE ddty R
ZkE 71719 I3 AT AA, B AxE, FA
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SAA] FL AKIFSAHVI(CGM) 9 Qla’l =, g Qdad Fo AAHS
dolm Ads ARt Ae, 717 P S8 ATl Abelw] HQko] w3
Al &=, ded A Fof, A B So] $AY 4 3lvh AAR FDA =
SAEA &2 As ey Fol V7p AxE 49 HolHE WEHoR ol
Hegh JdEd Folr AUt A¥Y adE AL AHE FAFoR dasd,
Azesta A3 Atold wek 23t FeAS AA Axskdnt

matd A o EE Aol A5, FDA & Atk Zls odH garAd A4

of web Al wdS RS @es] d9 dHolHE A Asksks ioletk,

71l dlolEHE wol X7 Auy AdEd FAHS AEsE ol
o] Qlthd Class II 9 8717]2 ®EFHH o] FDA ¢ 7

oqxrAA A D (CDS) AZLEY IR HFHE Ao g d73 A9
AE7 Ag=)
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S9A3(EU)S 2021 dAFE A" o=7]7] 44 (MDR, Medical Device

Regulation, EU 2017/745) & A Aoz A&gste] T e 287|719 <kdA =}
A4A Aol st A4 = AA A3 MDR & 71 2/87]7] A3 (MDD,
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Medical Device Directive)= wAllst™, Szm7]17]9 A AeF7]E EFFO=E
TrAlskE AAE TSk Stk
T A&l EAEE 9= #e 98577l CE wtaE FS53oF shH, ol &
el AzAbE 2w A9 e, F4 weol s A FrkE Wolof gt
A Hrbe A swel we oEW, 19d 7719 As 5354
215712 (Notified Body) 8] HAHS wrolof shr},
MDR & 957|715 ¥=el wet Class [(A9@) A Class HI(AL91E) 74
Fat 9x #e 98771 F2 Class [Ib(FY3) 9 Class I 3) o
F3tH, of7]el= AE5EISH 7 (CGM), A& A2E, 283 ded =7}

¥ 10. MDR 9] 918 5+

ADTF A= o A]

Class I A48 dg 54 ~EH

Class Ila = 98 mukd 9 7N @9 RYEHEY

Class IIb =93 AE5IdG=54 7] (CGM)

Class III 199 AFHG Al~H

MDR % 2E 19E8 71716 dal i FA AEs dFskeid, ol 94 Al
ol T 7|E £ HEES T8 FdrEt 53] A o438 CGM, l&d Hx
A5 Cdga Fol AL F& AFE A5 44 BdAA R ade] o A=E
Azdor stn, H3 AE7F Ao HES weth oy A4 dolEe] FAE
Q7o) It ol AXAPER AF ARG FEH Lol Aol F o=
FAL EAT

T3 MDR 2 987]7] AR Tx3 1f AEAUDD F2s oF3tsto,
Eudamed dHlolElHo]AE S8 5 Ul 7171 A4 #8 F394S ol itk
ol AlE #Folut FAE WA A AEe U$E JbeetA el 4 kS

datels o L% 9as )
MDR & AFEZA] (Post—Market Surveillance) & Al & AA54 (Post—

Market Clinical Follow—up, PMCF)& Z3lsle, #A|ZAF A3

b Aess AEHoR Frista Qs A AEsA MAd 2AE HE S

QT3 o] AN AxAE ATIACE b HiuAel A AR dHolHE

AlZalof s, JIF718H A G=0] o] F FHErh
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FHT CGM, led A, gAY A8A4 = ﬂ A" 7INE B e} r]7] 9] ESlo]
stefE o glev, dHolE He ¥ dojy ¥ Altez <l A o wxlo]
HAd £749 dgs T80 FEA Xske ?lﬁlﬂ ATk A=l By 5ol A
AA @A Am AR AAHe 9, B4 A A mdE $ET
REdshA] skar vk

ofAY  #FH T ¥ ] =
FHedor stME, Al 7l A 2l d 1‘:%;1 3“/\71101 s A
g A=A iAol WAE v doRE Iy g A3
wd 71 vhd, delE &8 A A 5 ARl é‘ A Beko]l gyEnt

3.1.3. 4&
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MAANA AR 2 85717 AFE B&sn goH, 9dx Iy
= ot (MHLW)TJr SR S 7171+6L71?(PMDA)011
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-4 b
%
)
i
;
Suige)
ne

7 A A (Class I-IV) & AF&3ste] gm7]17]E w5 st

1=}
FEel meh eTHE A Amsl geAn, ot AR Bk A 59

Qg )
= AXEY W g577E »AYE dA 7] 9 SaMD(Software as
Medical Device)®Z A2olstH, tlxd XA Zizof| gt Hx9 7tojEgls
Fstt. aMD = " 58 ¥ FFol wet Class [-IV & #7490 A&
of, @3 o5 dugFo] x3H matd ofEgAlo] A Class I £ #FE o
AR g #eE 7|7l tE il PMD Act & 7o R sho] bdA I}
frads 94s #Agsig. 53 gAY A 7]sd SaMD o oigh @St
& YA B #HE EFA4 ds et Qv a8y dE W
dolg A 71 Q1 713 AlFRAR A =d JAlR &8 ¢ Sl o] &
5871 98 229 AxAE AR A 283 GMP +8lE A% slof &
Zlo]th,

i
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853 4 A7 Nz o Al
Class 495 ZFA Al AL 129 o 29 ~ee
I (Notification)
Class 4 qu A3 A 3~6 Y A=IFZH7] (CGM)
I b 1% (RCB) e
Class PMDA
o1 ~ =} ol g] H
- a9 A 9~12 714 NEH FHE
Class _ _ PMDA o )
v H1 93 A 12~18 714 AFHd A|~H
3.1.4. &=
T B weE SR atAle svbekE A s (NMPA) o] Sk,
rol5717] v 292025 d 7i4) ) & 2 e® s o] 44 871719
A 27 B, ReAd 4%, A 3% ANda 498 gxate, #4717 A9
0 A5 A S AEE Eelsln
X12. 9 9577 &F
JusE dEE s 2% BE SR g8
5 A = 2= A
‘l4 h= AR =] ‘l4 =4 [°) =2 7]{1_ 01
) Al a1 ) i}
Class I 93 o 1~2 70 g3 54 AEHY
(Notification)
- &= A -
ClassII &%+ 98 ff&{;zﬂ 12~1871¢ A&5EIF547]1 (CGM)
A E oledl T
7013 ~ 2] -
Class III 119 LNz AE 18~24 71 €4 Sz A AT
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T Al 7I8F 22 ESo}(SaMD) 2022 W@ RIFAF SmihZEI

A 97y & dasdt @9 oS daels2 Class M 2 EF/stH, #Al
5
_]

ol

i)
ol

2de] &7 8 As oFsety gA" dAx Ve AAE AR
NMPA + 2025 d 744 %Xé% ol Q=77 AAE AsetHA R HAal 717
dAL wWysta vk 53] Al 7R B #E Vwd As 2Esid
TREZFS ESete] =24 7199 XE AEes 952 vy v #8A
ol a7 9 5335 74 daks ofds] |4 AAZ Fopqltt.

S oo X O{N
ofN o Hl

o

3.2.1. 3 &gg87)7] &7 AA

o] ol A|u, o e o579

S 2871719 fAE ARG FHoR
Az, o, A B oA el A dAY FAe Suely] A% e
AFh MFDS = 9271719 87h 9 4Abe gdsie, ssor)dadnd

(NIDS) 2+ @gstey A9y 71719 TS Adsth. 871718 AldtES
=71719 R/ VI, AAE oA, FHE AAE(GMP) LAY TS HEE)
sk, MFDS A= YAE A8A(DTx) & 2§41 7esdd dgd dHe
7tolEgklS Al gttt

MFDS & 2&271715 g%l et 4 dA (Class -IV) 2 #7359, 72t 533z
QFEE S0 Hast Ax Arrh dEv. g #E gu7)7E F2 Class
[I~IV of &apH, o]+ 3xke] AW fAlek AAAQ 07 #A=g #dd 772
rEnh SdelA 57715 Al#sy] fdlA = MEDS ¢ FQls wWropol 3ahr,
S A= 71719 9% el wet Apasiec.
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¥ 13. = 95717 &7
AdEH AP E o A]
Class I SER

Class II 3 3 U8 d9 5471
Class III AR A5 TS574 7] (CGM)
Class IV Hu93 AT A~E
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A4 AR Ak o] RAeA A XARE FHolv HHd 2 ‘H?J Al 7ol A
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Ax 94 doly HF)E A= ot

(2) 9N g 24

Aol A EldA
Dexcom G7 <
g3 54 AHE
HolHE &8s}

_ﬂ
2
S
o
:L
me
ui o
2
re
I
gk
oft
_11}1'
<
o o
Q
%
o

w9 AR ?_ﬁ*j—g_,— ‘ﬂ%‘—o]—v]_ MFDS &<l& 2
T AFelE we drwe] 54, #34

47



$Ao] AEolr], ol MEDS € 8¢l AP dole 94 slolmelel, o
uc;)] =

A ARINE AR FAE ALK Ay mUEH] o|Fof
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(2) mrped A o

g9 diolHE Ao R A AY Axm A1E Yot Eutd @A
AT E 0 97771 (SaMD)E EHFHth SaMD & 987|712 5FH 22 MFDS ¢
Q1S wolol slm ol 71718 AAl, dHolH Ay A, ggla 3 qkde
X = s HAS HES: HFgES 2@t oA E 5o, 99 EUHY 9

'Glucoby'== MFDS 9] AAFE F3ste] =iu] Aol A1 Atd=E, o=@ i
Sate] I dHolBlE AARIo R A8t B d A s Aedth

3.2.4. BY 49 AL
oM AH5EFSP7I(CGM)7E 2019 WRE AFARIFE F9 ddoz
A B

A= AqTE CGM A e} 2 ARA Als g dF& Adiks
ko] AAA FeE Fole Hl 7lojsta vk 53], 2024 | V]Fo®E 1
Hg o

Al ¥ G Aol Al AlA A vlgo] A AAdE i Gk z=
2023 %04 idol gdiEwdA 71E Fad A8 Al oleh) Qlel® dF A<l
FAHB0 Al olsh AL BE &FEo] AEHUTE olfd AR Wil T e
7571719 ATAAES =ola, FAECA B kg A Az FA4S AFss d

I FEAS Bt 9l

o] B we RVl U qrAs A
A #A Y]zl i WO Jpol=Ehele

QA 71Ee Hgsa gon,

59 AR £FH AL Hn Aok aeu 22d 2199 AF 3w
FRE QPNY e ofds] HAsol T AAT dopth FF FA st}
By Fol FuE Ba B4 WYL O AHT DLt Uk oUW Wst
S g w R/7] A A% §93 H0E A4 Ao AYH

3.3.1. AEEIFAH7I(CGM) 71<=9 A3

A% A G =7 7] (Continuous Glucose Monitoring, CGM) & T #2 o] &4
TR Agzteon, AARE g9 RYUEES Fl 7IE 99 54 WA A=
S5t gtk CGM 712 AlA Agdx, ARE 713E, ARRA oA T vperst
SHelA A5H o7 s gt
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%271 CGM A AEE AA ] Fgiegl ARG 7]7kel] Algteo]l Qllom, F7]4<]
R (calibration) ¥ WAZE deolg <l o] FQ3rk 1999 @ A/
MiniMed ¢ #Hx CGM & 3 dzte] ¥4 dHolgHE 7158 F Qo AAzt
tolg AlFol =7bssl 5] AR A oESoF Frk o] 2004
Medtronic Guardian & 4 $A1 7]%, 2005~2006 @ Dexcom STS % Medtronic
Guardian RT ¢ AAIZE @9 &<l 715 28] § 712 u7t ojojxnt?

2014 9 Abbott ©] FreeStyle Libre &= AH&-#FS] AlA Azivto =z g =39}
FAE G F A stloH, AN FHEE 14 dE2 AZHT o] AFS HEE
o] HQ ¢glE(finger—stick calibration—free) AJ2AEES FaA I} Dexcom
G6(2018)&= A= B AR T BAYol de (= 10 4 F89 AAME AT,
&3 A (Automated Insulin Delivery, AID) A|A~¥¥e] Z3S Z3) g F g
w29 7uks vE g ?

2= A" Dexcom G7 I Abbott FreeStyle Libre 3 & 4l A& % (MARD:
Mean Absolute Relative Difference) &} AF&2F Ao/ dolA & S Holal U},
Dexcom G7 & 10 93t A8 7hsstm™, Fd MARD 7} 8.2%% F¢HglaL, HEe
Hgol Ao gloh. Envtd §f das Sl AA I AR <, doly 4, AR
7Vs 5ol AlFHLE® Abbott FreeStyle Libre 3 & 14 Uzt A4 7Fs3dt™, MARD
79%% Fw Hi T ALLE BAY AA 7] 9A AlA HAFHuE o R
Mol Zge] BHS HAigedoh ¥ CGM 7|sS a3 22 WPgow
e How oargct 3!
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HHE A% 89 54 7lsg AHACE AFsta gl
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el Fh7te A0l 'BAEY T AL 7N d =

dolgs A 11}0; s, o2 AdFe €9 wste AudAE Adssta
AdEsrd - ALdEd e A% wEd gxrES Juus Algsta vk
olgfgt Al 7|¥t tixd dAxAo] FHAEFLS FAAe} o= ] dHolE FfHE
golstAl stel, A grAA L AFAS EFola, AR AFAHES At b
7)oy gttt

E3], Al 719 #H4F > (Closed—Loop) 2l
, aear Aol daEFe]l FEEH AAF @9 veolHE Aw wAsta, A

of
%
Ac)

b2y
o
ME EA 2 d&Edl FoAHES A3 x4 22 MD Logic, Tidepool Loop
T2 HA =, AFA0], Assts & kst Al 7S A Lste] ot A¥Y W
g HEE fro] 535 Rola Qub? o]y dt A AL dxl Y flolw dgS
53X A U2 AT F 9o, dAE kA AR a8 SHAA 7E w1
v 918 gxsta gt

Al 7IRF @9 #g] 71+ #HS 34 @HEY A5, AdF/ndG AP AR,
Aed & Fo & I #AY AFshAdUsE olojxa Qlh. FFo= AAL
5, W 5 ohFst golzx T dolHel AAE Al A5 Rdo] g A8=
Agoltt,

(4) Tt A== 71719k

CGM 7l&2 APEE, AvtEYA & g4 dofzdE 71718 dss S8
A 7

&2 T Hely #yek A EuUEde ddsta o #HAl CGM 717+
EFFA 9 S E dEs Fdl g9 HolEZF AnfEE ), AvtEQA FOoR
A AFHM, AR ALY dF W3 A, AR 4Y 58 AuHoR Sl
T Ut} & =], Dexcom G7, Abbott FreeStyle Libre 3 &< T8 oy E
71719ke] s Ve Astete], €9 AR HIA Y 284S A Fola v
dolels 717 ded @ ¥4 qaag "q‘ﬂ Aubr, 25%, U §
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ABSTRACT

Research on Strategies for Activating Domestic Diabetes
Management Medical Devices through Analysis of Global
Diabetes Medical Device Markets

This study aims to provide academic and industrial implications by conducting
an in—depth analysis of the current status and technological development trends
of the domestic and international diabetes management medical device markets,
and to propose strategies for revitalizing the domestic diabetes management
medical device industry. Diabetes is a rapidly increasing chronic disease
worldwide, causing various complications such as cardiovascular and kidney
diseases, which deteriorate patients' quality of life and increase healthcare costs.
Therefore, digital healthcare technologies, including continuous glucose
monitoring (CGM), wearable insulin pumps, and Al—based blood glucose
management platforms, are gaining attention as innovative solutions to enhance
diabetes management efficiency.

This study analyzed the market size, growth rate, and competitiveness of major
medical device items in both domestic and international markets. CGM and insulin
pumps are core technologies that effectively support blood glucose management
through real—time monitoring and automated insulin delivery. Al—based blood
glucose management systems and digital therapeutics (DTx) are expected to
contribute to personalized blood glucose management and prevention of
complications.

In the domestic market, local medical device companies are actively involved in
the BGM and CGM sectors. They are responding to regulatory changes, such as
amendments to the Medical Device Act by the Ministry of Food and Drug Safety,
and are gaining attention with innovative technologies like wearable insulin pumps
and Al—based platforms. These technologies are expected to strengthen patient—
centered digital healthcare ecosystems and secure global competitiveness.

This study evaluated the impact of technological advancements in diabetes
management medical devices on market competition and patient treatment
outcomes. It proposed strategies to revitalize the market through government
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policies and expanded insurance coverage. Additionally, it explored ways in which
Al—-based blood glucose management systems and digital healthcare technologies
can improve patients' quality of life.

Key words: diabetes, blood glucose management, medical devices,

digital healthcare.
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