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Medical Device Industry Trends (2018-2022)
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Trends in Manufacturing, Export, and Import Companies (2018-2022)
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T 2018 2019 2020 2021 2022 CAGR
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71€F | 1,921 | 3.1 | 2,063 | 32| 3,122 [ 3.9 | 3,699 | 44 | 3553 [38.0| 16.6%
74 | 61,464 | 100 64,470 | 100 | 80,317 | 100 | 84,915 | 100 | 89,333 | 100 | 9.8%

A=

AHFEA] | 13,027 | 37.4 [ 13,783 | 36.4| 17,406 |36.5| 18,802 |36.8| 21,241 |37.6| 13.0%
YA 11,127 31.9 11,781 |31.1] 15,037 |31.5| 15,105 | 29.5| 16,124 |28.5| 9.7%
A72| 2831 | 83 | 3,343 | 88| 3977 | 83| 4518 | 88| 5133 | 9.1 | 155%
AR | 5616 | 16.1 | 6,489 |17.1] 7934 [16.6] 9,524 |18.6]10,673 |18.9| 17.4%
Z1EF | 2,207 | 63 | 2,497 | 66| 3,354 | 7.0 | 3,210 | 6.3 | 3,322 | 59 | 10.8%

ZA 34,858 100 | 37,893 | 100 | 47,708 | 100 | 51,159 | 100 | 56,493 | 100 | 12.8%

Al =

= A A 3o oF gk A (2023)

Nt

2022'd 7= = A B717] 71de] FARAE e oAlE 71l A
d NP F sk el Aoz FAHAL Ax 1Y FAF 9
ol A 20221 8.9%F o= Fojut A 9.8% FUFoH, AiA g
40%= 7HE o AFA I AHEA 1Y H PR AR FrkekE FAlol T
FTAF 182 2018 3.4 oA 2022 S5.6%F WO R Foju AW 12.8% S 7ha
om, AR A uFo] AL oF 65%E AHAskaL Ut

%= 89%k o
201841 6.1
]

R4

—10
o

rlo
2

H

1o
o

o]

ol

o

_>.:

A

7]

4»
32 2 12



20184
3.2% 2.3%

100%
80%
60%
40%
20%

0%

[_ |J-I- 10001 |j|13|- 10001 OlAi-

mARE mEYUY m@FEH mdiE m7|E

20224

100% 3.2%
90%
80%
70%
60%
50%
40%
30%
20%
10%
0%

109 O] 2t 104 0| &~ 100< O] Tt 1009 O] &

EA: 2 F o] oFE ek A4 (2023)

S Az A1 Q8 PaE 2 Q@ A fwel e ALY HR) v
Fol= Aol vhepith 7k Aol WE 71ASs Aol FAGHE Al

A
Hjgo] gow, Arkeio] A2 7le] A A AyF AR 1Y W] F ol



m —
ol _,_, ~ oow o T T
ﬁ%% @_zwﬁag@ o o oo o
ol M‘h < —_— S
ol R — = WW Mo Hr < M 152 I I - % Np ®OORY
HH 0 < o K| 0 <R —_
H o ﬂl%mﬂ o S I R S S
ﬂwmm J_ﬂo%%? i o o e Noa o X
~ ~ Ol
o 7 R T Eﬂoaa N ﬂﬁ_i}q ol I~
= oy P w Bk %0 s oM G oo
T o wraﬁaﬁmrut merM% oo %@rﬂ
%ima m,.ﬂo@mﬂﬂ ~ B Emmmaﬂ ME@E
© ol g E o T AN B © w0
o o HN ﬁ.ﬂoﬁgiﬂll drzl
N ﬂﬂ%%% oL N XN W T oo B
o o B o o Mo =
wr X No o% TS -~ g = o3 5 ooy =
{- R o o T o <0 o T 5 o o
]Ot] 7]_67A‘JN ‘IrﬂEE.*O\_JLI‘I‘XI :AL.C,IZTU
o%oldrmm__.r_.mw o) Eaﬂow_/ﬁuAﬂH zvmm7 o
T — 0
Mm%w_@g@y% MWLHOM&%M ;moam.v.
N H,@Iﬂtﬂdﬂﬂ;.ﬁl UMD‘OI 0 O# Lbﬂﬂ
I T = o P I Y N
mwo?ﬂ,_mluwl@z %%%Jﬂ&% Sgﬁwnmﬂw
T ® Mo N 2 I S L
o = - A N olr ~o o o K |
ﬁﬁ%ﬁ@nﬂ > T ST R
@AAT%@a T T @%ﬁowmAAw%wo:g
Sew = I &ﬂglioﬂé%u 4
xﬂﬂu}ﬂ%o_ﬁoﬁﬁ In ,Mu@iwﬂmnﬂ%ih?ﬁﬂ_n_%
,1]7ﬂnnﬂﬂ ~ of X° —_
fﬂ;oi;}w T ﬂfﬂan%ﬂa@%ig
oo or @ <) ol WO N " o o ol =
=K T T R o
__&}Laﬁwn%%@,u ~ o0 o N ﬂ?%ﬂgo@}mﬁ
frzeraitz g Emﬁwﬂm@A%@wﬁ
%DTMLQ%JVOWHV T éﬂoyurmmmﬂ,wmuxq%w
%NrwouTHAALn o = T B m74aﬂx_.o7
2 = = P ol o° i - ~ - F W B
Mo - < T T ,@H%x]u%dr lmuu;l]dwd
WME%%.@%x% In %iﬂnﬂﬂ@ﬂnamoﬁo%mo
é%W&.%ﬂﬂﬂ7 B ?E%%%M@W?%%EM
ﬂurqo%ﬂmwmq. : AT RO R © B
Mo 3 %o < T “ = T o = o) W
o T R R — o o= mﬁ %aﬂﬂoﬂog o
—_= —_ .
(c) %ii%ﬂmﬂﬂq%mz_

R
o

A 470l A

St

©

18

HbEro & ) o 27]7] A1 EA

A =W o777 Ak Ao A

]

[e>
p8A

A~
d BdS gg How

3L



gtk AsHelA= 2 AT

A2

3

za9e 74

]
dr
£
ol
oF

——
o
el

0

]
—_

b o577 S wojskal Al

3
s

3

o
iy

tich o

A oFE

el
wr

<!

Al7dse] e

=i
=

A7 8t

= 7=

]

o

A AR heF 5

_10_



2. o] 23 w7

21. g 87]7) A9y o 2 EA

dd 5717 [A 2017.6.3.]0] WAIS viol]l W2 W, o577 Algoly FE
of el o we 29 AR A= VA - 71T - A - AZEY O] EE 9
AR AFom Aol o, ToRAbY ) oA A7 ofekEIt ojokeE, el T
HAEAH A5zl A A FeJARE7 T hedl A (FhY) - B2V (W)=
ZGHA FEr (I B A A 2017)

olefg 987|719 A WE vE /MR EREY O 9m7]7): Abgely
TES WEer @5 e 23 FHE AFREE VAR AR AZES ] ®
= AR AFE RV A2x), @ FAlemT)7]: TRTI7IM, A2z Al1Fol
A AdrlEe] A48 £ V1€ 98717 Wb Fa24 R kiAol dAs B ®
= AE Aer qFHe BTN R7INY 4 2 dAgm5r]7] AdR A2
x), @ AgAG 877 Abgeolu FECA U2 HAAE AL A, HAE =
Aow di kE £3 JuUr Ab&stE Ao, A 1A AR S AlEA S
A azl7Iy A2z ez AoHn, 9a7719 M= O 299 A, AA, A&,
B4, s mAoR AbEshE AR, @ Al EHY dele] e 2 A, AR, B
e BAom AMgsheE AlE, @ TF EE 7w HAF 2 oA, BEs HHow
AbESEE AR, @ 42l 2-he] R o®w ARt AlFor TEREATHEVHEE G B A

E], http://www.law.go.kr/LSW/main.html).
o|57]7] ok A A 5L vYstE AFLS i da, gAY gz

Fe onrlpEolg Aot ofF H ARHo

1=
it Lo
offt
ot

_11_


http://www.law.go.kr/LSW/main.html

N
=
N
)y
2
N
e
1o
>
of
X
N
N
9
Lo
o

oEdEe) Wal wel A% R AF £H R B Fe 58S Rk ol
weh A%H9 AT AL T4t dEAoE sTA

G, Ee AR A AME B S Ak g7 A 48 ASHAY 9%
2 WA HEe B Asst GAT FAE ek AT AFS UBelE A
gulgol B nAs A3 FoE AAFHel @ ojelgol Hmer,

SAA, 89 BEe FE FRAL AR Aux A7} olTolAE 9w
BER, oA AAE R AARIL LT AT

AES) Ag Al FrelsA.

22. 9877 7|€9 @A F3

(59l : o w2l
5819.2 6209.7 6637.0
T KL L ek 5434.7 = _

3611.8 3893.8 4055.6 7 1

CAGR 7.9% ||

[ .

2017 2018 2019 2020 2021 2022e 2023e 2024e 2025e 2026e

a9 5 AA E77 A TR A

Z 2] fitch solutions

A g8717] AFe FERE 20179 36119 2lgdd Aol 2021 E 45429 &
22 5.9%° CAGR 4HFES ®<l

=

o = 66379 €] R Aol PAHE Ao oS )

_12_



571 A ACTTETEEEE I
b (5= Wal(sY CAGR)) L & (e WE(5Y cAGR))
om 1,908(5.2%) o > 2,124(4.9%)
> 334.4(6.4%)
al_-m PEASITR) ey pT—— 932(6.2%)
g | Bl 3.8% > 173.8(1.7%)
Blis] o3 1n mascoze Q)R] >+ R
a6 w7 2 dEE 877 A R d8
= A fitch solutions
=7 2 giEsE 9577 A FEE vlus] B9, 202198 Vo R HY PR
o AEE 7HX 352 m=(1,908¢ DE)o® uEyn ol SEW RV A A
Al GRS 42%0° Pt olth 29 HYUB349 EEhHE, 199 & R
ztol & HRITh 39 $=(3309] ZE)olH, = 1091(79.9¢ 2o EE ULE
Aok giSd o577 Al RE EW obHE7l ulE(2,124)0] HA A
46.8%, 91,3799 =)ol 30.5%, oFAloF9329] EEl)7t 20.5%2 H]&S A s
ATH.
X4 089 FH5E AN PR A%
(9] ok gref, %)
T 2017 | 2018 | 2019 | 2020 | 2021 | A&& |[CAGR
FARE7]7] 85,823 | 91,631 | 95674 |102,625|105,370 | 23.90% | 6
BEEN=E- 58532 | 63,712 | 67533 | 69,805 | 74,851 | 16.50% | 6.3
R ESA 46,249 | 49521 | 50,018 | 58541 | 59,413 | 13.00% | 6.5
Aoy @ WA | 42626 | 46510 | 46,784 | 42926 | 52,186 | 11.50% | 5.2
277171 9 &% 27,150 | 29,290 | 30,660 | 27,844 | 33425 | 7.40% | 5.3
7] e} 100,798 | 108,713 | 115,861 | 115,851 [ 126,250 | 27.80% | 5.8
A 361,178 | 389,378 | 405,558 | 413,966 | 454,214 | 100.00%
<3| fitch solutions
A AA 577 AFY FHE AR 3 1HH, G 7] FE AF
TEZF 7S & Ae® vyt 20219S 7[Fo2 O FEE 1,0849 292 O
T 6.0%°] F7HAE B ZFEdl AlA o s5717] A A 23.9%E Ak,

_13_




6%°] CAGRE YEHlth 1 & o8 ARFo] 7499 Z](16.5%), AR Z7]7F 591
o 9&(13%), AP L BHI|FIF 52290 Dei(11.5%), AA7]7] 2 E&F 3349
942 (7.4%) o2 ¥E H ok

229 9577 A B T AvEd o 2 vk 54 9 5 o

AA, L2 19 o] F AgE7]7] el 54 Aotk ALzl gr]7] ]
AAANG FEE 20219 715 9829 22 7|23 201930 8§ 31.6%7F =715
e ASAE Bt FF 2026

(L
-3
s
=
12
(v
)
=
b
ull
N
2
v
L
(0]
ull
29
o
)

o 2023 7|, Z2U19 AGE-S ol 22 ALY 7](In Vitro Diagnostics,
IVD) 4F1 e s 7HEshA Z o

B2 X Ed2AAo ..*1’3’ Yl HF FEE AERE] "

wF W "T'.i'ﬂ' |

ﬂ‘j\ ....... ._ 2819 G 1,682 o |

P |
g T NN i
1EE% 205% I

f
. I 52591 nmwu
] 1504 Wia . =
. : EIT Y 9 WH 359w N

¥ _maﬁ i r
: EHH.I H*?ﬂﬂi HEE!‘H'EI e R ?I?lS’-I “Qﬂ Eﬂté‘i!i E
* Cjxs Eﬁ—}ﬂﬁl“‘*’d : CA| 8 ZE3E MY S CIXeEe g olg 7| sag
*EUSE BY  2DEJYO S FY, YHOIH 24 B
" HYolm . EHPE} oAbt HEH fﬁﬂlﬂs ?Ja I!._?_I 4 ICTH 0|88 Xj@.ex

a9 7. 22 UA" dxdo] A dF

u+.-.-'..-.-.-.

*

Z#: Global Industry Analysis, Tl X @70} 78}, 2022

=4, tAYd dAx=Aolo FF3 gojelnt. o mv]7] A 7] Wste] wah 3}
Aol AW Am T4 HelvlelA oy s FASRE 3 o5 Herglow
AN AEE gt 2219 Ay 34 SR, s vdd dAd v)E
S HUAYE AxAe e R g g St o de

gxg dxel Ay F2Y A FEE 20209 1,5259 2ol oo 20270l =
50889 2w tE FojE Zow oFHa, AGd AFES 188%E FETh

—_L
bl =
29 98577 AgelA Al B #doly 7¥k 7w dA 9435 (Telemedicine), 4

_14_



wokel 48

Els

oF

5 o

9] F (Precision Medicine), & 2] (Predictive Analytics)

)
=

ol

;OL
m

—_—

X

3

el
xr
i

%

g7} dolg

fu
.

°lH

3l
=

2 oddEm, gAE

Ao

13
=

o 71

<0
o

zel

T

A

bolE Muz g

% A%8 Aotk

e

A, A4}

ol

d

A
HekA &2, 20208 599

Ha vk = o mAe s

ety

]

o

2=
=

Al

=gl
1279 28 529

=9

8]

1}

16.5% AHES HQ 71<d 20259

Ho=

£ veha

A

3}
ol

R
.

o

=0

</

X

AzE A

>

o

19 g $EE, A

9]

2 sk Feo) we

o]
oy
—
X

K

™
o

717 A A ol R

Ny

wjr

—

SakEar g

4 gslo] w2

o2 gl

p=2
o

THE B4 5 Bopld 0%

ToR

N
&
NG
<

1o, olm Al

& A4s

g

5

1}

Wy A# Fb we

jai
=

zo] gitol ol¢]

dlole #4 7]

ol
=

Al

_15_



~ L e N A S - S Mg N W o oo o) o
wm o0l | X ET A, w2 TR T BN %
~ i =r — ) o —_—
- S [ B T 2 o B o el ML h = dy oy N = %
ol BRI B R < i = < e
Y T ®og |3 K BT T oo
% @ T EET N S Ak (R S G
= T = mn.v/ - lvNU Eo = oF
B . = T [}
&l o 5 Ao |E L _w 0w T ,uw B < X = Mo B o
o M ,oh —_ W E_; oR N | = of o ﬂ\ﬂ A . o] T k) ‘:L T \I‘Vl ﬂ,Dl —_ . E#E
@) o | AV oV i 3l H o= K 7 m N ar ) B %o f X h. Bow -
= 8 Wy g oK m oxm X = PR = —_ qr TN = =
N R 3 o WL X WX o — o Now
BTke e wge 2B S B |8 ®m _ K2 NE®LIam
=1 | RT Roge N ogy WO s s = ® o do =
e |E N e i & R L = o o— X 9 %P o o P
8" |H|= =TT AR e T B T oMo &I E o
BlNo|op|Re Jo|Ro BT " OH B T QT QWG AT
Mﬂaﬂw@ﬁgﬁﬂimi%mmﬁﬂMﬂoM oy I By R BT B
]| [ [ | [ = NIl o = M ,Mu = = =
I TEE FRONE o Moy Yo oA
.ZI ﬂmﬁ 2 HT o) ,ml X S mo JE - T ..:\_ o ﬂAl_._ .Z—I
X . X WH _ \\JIW — <A Mﬂ S i \WF ‘Nﬂ ;OE 1:WA
gl ™~ o XK T 3 N o | oy = o K
= Y r o oF Wa 0 ZJ A (- Ml % LR hu T o oy
phie} —_— - —_ Y — ; N
SlirlotT | W o < > g A -
E®®T 5 =% T - H A N oy
8 SF ke |8 s o o ® A S G S
m solwle  |F ~ i ﬁm to U M s p® N~
- E ) ~ - ) s _ I ‘_Ir ‘mﬂ — N
A & -3 p T TP am oy
Ay | T Gl wox o] Do o Xk
o9 | ) | =) o~ ) - 5 2 W N )
=T |w ey | R Sl I E (N = % = o = o B
.w%cz.ﬁyo? " oW w T A W%mgﬂ.ﬁﬂ%wz
8o |n® 2o % T od N LW CANCI T o~ N o X oo
M o7 | L G) X X N = ﬂvﬂ_ ,mﬂ 0t ,w OM JALE it ‘.@J ar
||| | | I I g o m o G °
™ 5 ﬂo g% o ~ A m MH ®
Er m ~ = ) 1,r|w| = RO~ < RO
7ot T 2 I T I
T e e T g il = Mowor M E T e
J i ~n ~x — o E woe T o = &
ﬁ__l KXo A_.E ° = ™ ~ N h ~ ET- Ny ™ _
calea oS K + I N = oy <
) @ S I U I
R ~ oo Npowme R B R)

_16_



6. AlAE7]7] Y M&A €&
=7} 2020 2021 A4 di¥ F7H&
AF =9 | HF AF =9 | 935 A A =9

e 299 1253.1 | 68.40% 440 1526.1 | 73.50% 47.20% 21.80%
o = 40 1253.0 | 0.70% 49 169.6 8.20%% 22.50%% 1255.60%
= 34 125 0.70% 47 34.2 1.60% 38.20% 185.009%
= 28 10.2 0.60% 35 30.2 1.50% 25.00%% 196.10%
7) Lt} 25 41 0.2.96 32 20 1.00% 28.00%% 387.80%
Sk 17 43 0.2.% 14 12.2 0.60% -17.60% | 184.00%
A 977 1832.9 {100.00% | 931 2076.5 |100.00% | -4.70%
Z32): GlobalData 2022

v
o
Hi
o
X
o
il
Ol-ﬂ'( m
o
)
b
a2
‘O,
2
o)
[o
Jo
X
ol
ol
fd
o,

2 % vE(73.5%) M&A TFE7F b Za AuiAelvk 20233714 9
2 9877 /199 AFFYM&A) FES 7% A3 44 s A F
Q

)
dgfom AgH I glom, o= Mg T

>

S )

ol ] ZaE M&A TTEE F 20769 gelo] oj2n, o= d thv] 13.3% A%
al
?.’E]‘

Gl SRR R R ko TS A s
M&AT 719150 HAE dxAe 3 JiQl sted ou ERAdd ad HeAdE 3
stefar AVlEs A& s e R Al gl dis] EaHoR Bed 4
NEF Futh FOeRE 5TV A M&A 2o AHHORE 7 JoR o
dEH, 53 a1l Hal Aol tividdel fJs F4d sheAdel = ol @
BES AR RV Ale A RS Adsa &4 T4 Muart o
& AstEs 248 MAe AoR At we M&AE 98717 AEAE &4
ol F& ¥ Y] @ Zow M

_17_



23. %9 957|7] A A%

¥ 7 Amd w2y g m7]7) A FE
(9] 9] 1)
T 2018 2019 2020 2021 2022 CAGR
o) 2. 7]7] Aakg o | 59,1159 | 67.665.3 | 67,808.6 | 85,329.6 | 96,951.0 | 13.2%
SHE 9.6% 14.5% 0.2% 25.8% 13.6% -
A AL A A | 59955 | 51285 | 33,549.3 | 43,501.5 | 60,4234 | 78.2%

ous7)| E0E | 40.1% | -145% | 554.2% | 29.2% | 38.9% -
|| 651114 [72,79308[101,357.9 128.831.1|157,374.4] 24.7%
a8 | 118% | 118% | 39.2% | 27.1% | 22.2% -
of 5] ) | EEALE o[ 342370 [ 37.427.9 [ 362030 | 455374 | 56,0593 | 13.1%
=8 | 94% | 93% | 3.3% | 258% | 231% -
A A Bt | 54862 | 5816.9 | 42,1119 | 53,209.1 | 45,685.9 | 69.9%
ey | 208 | 221% | 60% | 624.0% | 264% | -141% | -
| Rt ]30.723.2 | 43,0448 | 78,3149 | 98,7464 [101,7453] 265%
Z70% | 11.0% | 89% | 8L1% | 26.1% | 3.0% -
Sk o | 36,4632 | 41,304.7 | 44,216.6 | 52,091.3 | 53,019.8 | 9.8%
Z0E | 807% | 135% | 6.8% | 178% | 1.8% -
Aol BT o| 63273 | 7,0954 | 80574 | 9,165.6 | 10,132.8 | 125%

4>
e
o|\

o175 7]7]

2= 0]
TR gma )| FRE | 57% | 121% | 136% | 138% | 106% -
R el| 42,7906 | 43,4901 | 52,2740 | 61,2568 | 63,1525 | 10.2%

SHE | 83% | 133% | 78% | 17.2% | 31% -
EA A5 0] oF b A (2023)
ol o) m77] A T gtRel glol 20224 VI T AAbE el 157% €l
o2, FEFHL F 1022 ¥, FAA2 F 633 A Aoz HAE] 20201 ©]
A ARy FEIr R HE58] gold Aew dldv mEu19 2 ojHgl
2019 71 = Q=717 Algel Astel 8l sE e dde] we] zHzh 11.8%,

L
8.9% 479 Z7AE BGA T 202009 A9 20199 A BT A 392% 3
o 81.1%°] FFEE AGAES e oS =
Balo] BAd ww 2020 o] F A9 Wwre|gr]7)e] A AR £E A AW
] ok 554%, 624% = ZH7t F=3 Ao e, Z2ub9e] Bl gk
e R7]7] Age] $o8 FAsle d 2 4Fe £ Aoz ddr

oY A= M=o JFL 2020 ol AR FE 7TV Eokel Al PR

,{

N

el

> 0

il

_18_



717] A AA FEI AL Solu= AR A8t gt

AL RAG 57| 7]e] AL 2020 7]E A rﬂ H] 554% SFZ39om o] =
&3 Z

(9] 7, %)
2018 2019 2020 2021 2022 CAGR
72 [BAFE B4 [ 5% A4 [+ |44 |52 |44 | 57 AA[F2

Lo 1 i v O o 2 o o 2 o 2 o I o s P I e R e s

n9FARGA | 16 | 24| 15 35 63 160 31 148 | 37 92 23.3]39.9

HAArAA L | (57 | (-6.3) | (45.8) [(353.3)|(357.1)[(-54.4)| (-7.5) [(19.4)|(-37.8)
. .

nolegaaA | 19]76 | 15 [ 42 | 24 | 133 [ 25 | 76 [ 24 | 72 [60][-13
SAAAAA | (FF) |(-2LD)[(-44.7)] (60.0) [(216.7)] (42) [(-42.9)|(-4.0)| (-5.3)

% 36 [100] 30 [ 77 | 92 | 293 | 56 | 224 [ 61 | 164 [149]132
(Z7h) [(-14.3)[(-23.0)[(206.7)[(280.5)(-39.1)[(-23.5)] (8.9) [(-26.8)

S A o) oF g A1 (2023)

o A, 202090 77 6811 24719 AlaF B 7FE wrol Hd W] Z}Z; 353.3%,
60% °l’del F7FE 71Ed o, 2022W7kA wid 2071 o]/l Aol AE & 7tE
ok ol & HulelA AiEH FEHE FQ FHo] ZEUY9 #AS VHoR
71E9] Ao g7l A ARl Ry 7|2 Wstd AS FAT 5 Atk

_19_



Trends in Manufacturing, Export, and Import Companies (2018-2022)
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Medical Device Commercialization in 9 Steps

Business
Development
& Marketing

Commercialization is traditionally a nine-step process from concept to launch.
These steps do not have to be taken in the exact order; they can be taken in
parallel or in a different order. As long as all of them are taken into account
during the development and commercialization processes, they set the stage for the

medical device's success.

1. Phase of Planning(Sketch)

A medtech manufacturing company should devote a significant amount of time
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to planning. This phase, however, should not last as long as the development
phase. The planning phase’s main goal is to devote time to defining the product
requirements. During the planning phase, a medical device company may want to
spend time developing a product strategy centred on the regulatory side of the

business, as well as considering costs.

2. Patent Examination

The most important step is to ensure that you have control over the Intellectual
Property(IP). IP is how a medical device company can commercialise and profit
from their product. When you are introduced to technology or create your own
technology, the first thing you should do is obtain intellectual property(IP). After

IP is protected, the market is examined.

3. Market Relevance

When considering medical device commercialization, market research is critical.
Medical device startups must ensure that their product has a market. It is
strongly advised that medtech manufacturing companies conduct due diligence on
any potential competitors in order to compare products to their already marketed

products.

4. Regulatory Adherence
One of the most difficult aspects of launching a medical device is regulatory
compliance or regulatory strategy. To successfully navigate regulatory waters, it is

best to find a regulatory champion early in the development process. s

5. Quality Control
As a medtech device manufacturing company, you must have a quality
management system in place. A Quality Management System(QMS) is required for

a successful product launch. When bringing a product to market, one must adhere
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to a QMS; this saves time, money, and other valuable resources.

6. Application/Implementation

After the prototype stage comes the implementation stage. During the
prototyping process, companies encounter common problems and develop
troubleshooting strategies to improve specific features of medical devices. It's time
to turn the 3D printed device into a moulded device. When you're satisfied with
the basic design, it might be time to collaborate with a contract manufacturer to

create a more robust prototype.

7. Human Factors and Usability

Globally,many people die each year as a result of medical errors, making it the
third leading cause of death after heart disease and cancer. Human factors
principles have long been used to reduce potential risks in high-risk industries

such as aerospace, nuclear, petrochemical, energy, and transportation.

8. Business Development and Marketing

It's also critical to have a strong business development and marketing team that
can develop a solid go-to-market strategy based on a thorough understanding of
the clinical need. Working with a freelance medical device specialist can assist you
in ensuring that your device’s intended use, indication for use, and preliminary

function are clearly defined.
9. Launch

A product launch represents a significant financial and profitable investment for
a company. A successful product launch can result in new markets, new

customers, and increased business with existing customers.

The medical device market can provide great opportunities for manufacturers if
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they can successfully navigate the many requirements and multiple-step processes.
It can take time to get a device through the regulatory and compliance processes
and onto the market in the specific geographic locations. It is a good idea to
become acquainted with the process and the various requirements. You may also
want to enlist the assistance of local experts who are familiar with the procedure.

ag 9 9577 7l AEE 9% 99

<A Sketch to Launch commercialization process for medical devices by Michael Baker a
Partner Due North Innovation, CEO Otoharmonics Corporation, Co-Founder Applied
Exergy, Inc., and Founder Home Dialysis Plus, Ltd., Portland OR.
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Sketch AAA AE AR Al oA
Patent ) }
) A AkE R s A BS993 A AP =3 2 3|y A 9

Analysis

Market 5717 A3 FAAA M T GAR Y = FAF AE Al
Relevance A o Fo} FAH AAJA A gk A 7
Regulator

saeony AES BA /7 FA A ol e AL 5
Compliance

Quality AN e EARE A 25

Assurance
Engineering | 71%9 A AEgsts Aoz 714S AEE ot FAHNA AA 7159

Implementation ey AN E HAeEke st 285t WA

Human factor

. Zlw/AF 715 dee AL vheer B AWl dig o]} A}
& Usability

Business _
7NE/AEe 7ed 45 ALY FEAAS vt

Development FAA Agsh AL Fhse @

& Marketing

FAE] =g 2 7Y WSl diE F5E fd 1€ A9 79 =R

Launching ApaAe] wra A

Z4]: 1) Messe Diisseldorf Asia(d 7}£2), Medical Device ommercialization: 9 Steps
from Sketch to Launch 2) StarFish(7] L1} t}), Sketch to Launch commercialization process
for medical devices 3) Kolabtree(¥]1 1), Medical Device Commercialization: 9 Steps from

Sketch to Launch
https://www .kolabtree.com/blog/medical-device-commercialization-9-steps-from-sketch-to-launch

/
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ol & <l3 Al Fof(Geoffrey A. Moore)®] 75 (Chasm) ©]&& =
olZe A MELS AMELE 7IEd ATHA AEIE AT Ve F§& F7I
(technology adoption cycle)®t 55 Al (mainstream market) 2 S ¢
& g oAk o] o]E2 Wl o m7|7] AdelAM e e AEe AlEE oA

J= AR el AAH ol A Wk Tahe f FEF o
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BAT 5 e
4 277 ek,

EARLY MARKET THE CHASM MANSTREAM MARKET

CONSERVATIVES

| TECH ENTHUSIASTS

EARLY EARLY LATE
JNNT‘;‘:IG o ADOPTERS MAJORITY MAIORITY LAG:;'::DS
' 13.5% 34% 34%

a9 10, A& =A

Z A Crossing the Chasm
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ME AL 19903t Al =2 F-of(Geoffrey A. Moore, 1946-)0ll & &l & A A=A

o, o= AFE FH FUIAA A AdE FF A Alele EAgE =& A
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BaEvh B oolB wadl vl d4 AFY 4F RS A9ss ¥ 244 ¥,
Achel AAA % Al J1ge] AHse =4 AAS Adse 6 5% A
1 APe ATt

A E o okEAA AANAFT] AAE JulolE A5 E AR, 20189 F 9
7171 Aa, 5 2 sr7E A 7,742 01900, 2020874 i d = 8,1827
2 Z7vsk9 . 2y 20219 7,059 02 A H 202240 = 6,767 02 5
M Holt

w
1
.w
2
2
Lo
Y

¥ 10 9dxd 9877 AadFs7F d8

T 2018 2019 2020 2021 2022 CAGR
RET 3,600 3,606 4,222 3,797 3,679 0.50%
Az vk 1,054 1,054 1,128 1,060 9983 -1.40%
3 7} 806 798 1,131 1,002 853 1.40%
e 2,965 3,448 2,905 2,379 2,240 -6.80%
A3l 2,965 3,448 2,905 2,379 2,240 -6.80%
Az o 876 872 826 600 586 -9.60%
3] 7} 301 344 229 283 262 -3.40%

A 4,142 4,664 3,960 3,262 3,088 -7.10%

A 7,742 8,270 8,182 7,059 6,767 -3.30%

S Aol oA AR T(2023)
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UM Audlxel, 7= AF ATAA AlEst= 271 4 -8 A (Innovators) <}
o} 4=&AH(Barly Majority, Late Majority) 7+2] 7F=91 &' dojAlof dtp= A
ol AAF ol&9 ;A ZhAg & 4 Sk o] o]&F T|Wwtew = o w7 AlE
B oA et EARAY dAE FA A, 5l 9577 AP S %7
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ABSTRACT

A Korean Market Unique Commercialization Strategy Process Model
for Advancing the Domestic Medical Device Industry

Woo Sup Gwak

Department of Medical Device Engineering and Management

The Graduate School, Yonsei University

(Directed by Professor Sung Uk Kuh, Won Seok Jang,
Hee Kyo Jung)

The medical device industry is a critical driver of healthcare innovation, marked by
rapid technological advancements and increasing regulatory complexities. South Korea,
ranking as the 10th largest medical device market globally, has demonstrated remarkable
growth over the past five years, achieving an average annual growth rate exceeding 10%.
This growth has been primarily fueled by the innovation and capabilities of small and
medium-sized enterprises (SMEs) and venture companies. However, despite their
contributions, only a limited number of these firms achieve sustainable commercialization
due to challenges such as regulatory barriers, resource constraints, and difficulties in
market entry.

This study explores the commercialization process of medical technologies in South
Korea, proposing a Korea-specific commercialization strategy model tailored to the unique
characteristics of the domestic market. The research framework employs Geoffrey Moore's

Chasm Theory, which identifies the challenges and gaps between early adopters and the
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mainstream market. By analyzing these gaps, the study proposes strategic solutions to
overcome the "chasm," ensuring successful market penetration. Furthermore, this research
highlights the pivotal role of market specialists in the commercialization process and
presents a structured educational program designed to cultivate these professionals,
addressing the industry's specific needs.

Key findings reveal several critical challenges in the commercialization process of the
Korean medical device industry. These include inadequate market readiness of early-stage
technologies and products, limited regulatory compliance capabilities, suboptimal pricing
strategies, and difficulties in securing trust and adoption among healthcare providers and
users. To address these issues, this study proposes the following strategic solutions: first,
effective utilization of government support policies and regulatory frameworks, coupled
with enhanced adaptability among enterprises; second, strengthened collaboration and
networks between companies and healthcare institutions to align product development with
market demands; and third, the adoption of customized strategies that reflect the unique
regulatory and operational characteristics of the Korean healthcare market.

The proposed Korea-specific commercialization strategy model integrates elements from
the global 9-step commercialization framework while incorporating the distinct requirements
of the Korean medical device industry. This model encompasses strategic planning at the
early stages of technology development, establishing competitive pricing policies, enhancing
regulatory compliance efficiency, ensuring quality assurance and technology implementation,
and continuously improving products to meet market demands. It also provides a
comprehensive roadmap to bridge the gap between early and mainstream markets, enabling
sustained competitiveness in both domestic and international arenas.

Additionally, the study underscores the importance of market specialists in executing
these strategies effectively. These professionals are critical for driving strategic
decision-making in regulatory compliance, marketing, and business development throughout
the commercialization process. The study outlines key components of a tailored education
program for market specialists, emphasizing practical approaches to enhance their
effectiveness in fostering the sustainable growth of the Korean medical device industry.

This research is expected to contribute significantly to strengthening the competitiveness
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of the Korean medical device industry and enhancing its global market potential. The
proposed Korea-specific commercialization strategy model and the educational framework
for market specialists provide actionable guidelines for stakeholders across the medical
device industry. By addressing the unique challenges and opportunities in the Korean
market, this study lays the groundwork for sustainable growth and success in an

increasingly competitive global environment.

Key words : Medical Device, Marketization, Process
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