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4) 179 9] 74, HAMNPE, 54 2012, pp. 84~85.

5) = A|Z8}5%17]7HGHTF: Global Harmonization Task Force)ell W2WH ¢J57]7]%= 7|7 (Instrument),
“&2](Apparatus), 5=7-(Implement), 7]7|(Machine), “2¥](Appliance), & FE(Implant), 7] 5 (Material)
= 7lE olsh fARHAL BRIE AFORA BEOR AGHAL ZFu] AHgHIIE ]
T A ge) WA AzEgolrb) T

6) Lawton R, Burns ed., The Business of Healthcare Innovation, Cambridge University Press, 2005.
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20161 9571714k EA RI1A, 2016. 12, p. 19.
8) Qw771 REAAAH, J57]7HA, 2016, p. 9.
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2) 71=% 37

9] 87]7]4H1S OECD=71E F41 0% IT, BT, NT %5 A17]% 7he] §3Hitofs
o] X8 FREoF & 1R Adr|ER st S-S Frleka
Atk G777 9 olgt §R7IES HAHDG §F w1779 LR o]ofA]
I et gAY, IT7] S ©]-83F U-Health carel? 2] 57]7] 2 POCT(Point of Care
Testing)717113), BT'NT 7|%-& A58 Ad] o213 57|71 2 AA-7]14 JE 7
ol~ 7|&, BE|Eo] HEE & B ARV, A TE] FEE Hd o

GRE7)7] 5ol 9l

10) F=EALIZETH, HAA, pp. 8-9.

1) 274 2 79, AAA, pp. 92~93.

12) U-Health care® H|#HE X~ t‘“/‘71]01(Ub1qultous Health Care)e] SULZ FH|HE 29} 94
AE 71&S gHask Zjﬂ—;}g] }\1 H] u]t]—l;}

13) POCT(Point of Care Testing) 3t @FX}C’] HEAH EE= A A oadd 9 AAE
S Ao el Helde koln Akd Aud AAAARE ATE F A
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3) 71X 37

JEIIRGS AT L Seuete] 39 FTENE A 2 FR5Y 37
2 A8 QATnHst A%s B ek o] nH Aol FHFHTL
8 ol S5 o w2z D wHAe o wo)lel oiat it £ast A
o Aoly, WAL, ot o) A

L ?_]_
o] T7FketaL 1o, olelgh Ao #ik Z7]xIck} oo
3]

5 feE[Lit o|=27(T[Ae| AESE

0.

<#-2) =l 28717 ATl ek 2015 25717 AR
5% 2,656 9 FE=E 2014d U] 49% S7FsEA T SUA SRS 2011d5-E
2015 A7HA] A+t 5.2% S ST FEE A 20154 3% 6719 Yo E
2014 2% 7,140919) oiH] 13.0% F7FEom, 201195-H 20154744 A+t
13.4% A7adch o8 A5 20154 3% 33119 9o 20144 3% 1,291
AR} 6.5% SR o™, 2011 5-E 20153 7HA] AT 4.5% A3 743FI T 2015
Ux 987714k e] FIAHAGFRE 26409 QYo R 2014W 4,150 AHT}
36.4% a3tk 18y AT 2014 62.33%01 4 20159 63.26% 0.2 A
W] 093% Y oEE7 F7FsHATE S-2lvete] 571714149 R E A&
Ao Frtelal &I FUFTEE Zo] FUksta Sl 2o R Hol ) thrk
-2y} Q57|71 Bt SHoA EAIHS 2011 o] F A HH o=

A

Seluerel o 27]7] £AAfol (0% ¥

X

o
rir
v}
rlr
jutn)
o,
=

<E 2) =U A=77[MHe] AlZSE
(9l e 9, %)
T 2011 2012 2013 2014 2015 o7
s | 3,366,462 | 3,877,374 | 4,224,169 | 4,604,814 | 5,001,618 | .
(BZE - 15.2 8.9 9.0 8.6 '
+% | 1,853,785 | 2,216,074 | 2/580,862 | 271408 | 3067147 | .
(B2LE - 19.5 16.5 5.2 13.0 '

14) SR AMAAZH, DA, p. 45. SAAE ATA.
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7£ 2011 2012 2013 2014 2015 H?

+o | 2793709 | 2931,014 | 2,988,241 [ 3,129,111 | 3331170 |

(zze) - 4.9 2.0 4.7 6.5 o
939,925 | -714.940 | -407,379 | -415,063 | -264.023

S| w212
- -23.9 -43.0 1.9 -36.4

solMee | 64.87 63.82 64.52 62.33 63.26 -

M. 224 9 87)7)44e] AAE3)

=)

5t

1. 22Y 2[F7[7[Atde] X[ AlAHEH Xat

o

rek

1) =24 57|74 A9E AATE 83

BMI Espicom(2016)15- 2016 =2 S 57]7] AT EE 3,360¢] S22 F
SHth AP = <F-3> 20112016 S =W o =27]7]4b A AT
Al BZzo] 2016 71E SR SR 7)7] A qFETE 1,6349] YR 2 2Y
o) g 717] ANAelA A S H]Fo] 48.6%°] o= Ao R FHECTE olAlolE|H
& 7029 DER 209%, T B S-S 1429 DY R 42%, T5/0REE 7t
= 839 Gl = 25%, AT 7939 9 R 23.6%= FHELE 53] Hu|dmA|
G} ofAlol e Fe o877 AR AEH o F JAstal Qi) Eg 21E

7

AAe FEpokLelske] AFTFRE 3k S7hkn 9 Ao Bl Ak

ol

of

<E 3> 2011-20164 22 2=27[7| &Y X|HE AFt210
(2] : o del, %)

2016(FH)
T= 2011 | 2012 | 2013 | 2014 | 2015 AN - oo
= | HE

=0l/go| 1,310 | 1,399 | 1,462 | 1,634 | 1,567 | 1,634 | 48.6 45

OtAlol/EfE 2 | 610 668 662 663 648 702 | 20.9 28

S HSFHEH | 180 189 179 177 144 142 4.2 -4.7

=3/0t=2|7t 67 74 80 86 80 83 25 4.2

MRE 834 804 865 887 804 793 | 23.6 -1.0

A 3,007 | 3,140 | 3,236 | 3,353 | 3,261 | 3,360 | 100.0 22

15) BMI Espicom, The World Medical Markets Factbook 2016, November 1, 2016.
16) Ibid.
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o

2) 224 3PS A9E AR A%

Z2Y 95 7]7] A9 A AR AHE <F4>o A HEo] 2017\ 3,5519) &
2ol A 2021 4,3309] D& AHF 51% AT & Aoz At E3] T5/0}
Z217} 7.0%, ot HYF 6.3%, H1/E1] 5.1%, =% 2 79 42%, AFH
37% wo® AR Row Awdrh 20219 7|E, FAH|FoRE Hulidn
49.0%, oA oHEIEF 22.1%, A3 21.8%, =% 2 THH 42%, S5/or=d 7}
29%% 44 Ao AdEnh 229 RT|7A e A 9d Al A B
ol vjs B AHE ST FErpdu A 9 opajol s Ao A THs

3
dol =rhal & & Sl

<E 4> 2017-20214 22E 227[7|4Y X[AE AFHRE T

T 2017 | 2018 | 2019 | 2020 = o

50|/ 1,735 | 1,829 | 1,923 | 2,022 | 2,120 | 49.0 5.1
OfA|O}/EfE 2t 750 791 841 897 957 221 6.3
=Y % S7E 163 169 165 173 181 4.2 4.2
S&/ot=2|7} 96 103 111 119 126 2.9 7.0

MRE 817 836 862 903 945 21.8 3.7
A 3,651 | 3,719 | 3,902 | 4,112 | 4,330 | 100.0 5.1

2. 22 9| o|=727(7| A|FT=

<¥-5> F2Y Fa o877 AFREA 2016 S 27]7|A% R}
H0] 11,4599 G2 AIAIAG] 434% 5 AABIAL = AOE FAY I, Y2
2819] ©21(8.4%), 5 2459 E#1(7.3%), T 188% 2 (5.6%) 5] o= e}
St p-Elueke] 20161 o] 2] 714k AR Al 991589 EE) = AlAI9
2717] AP 17%E AA G A= A= AT <3E-5>0l4 Bito] vl
2 2014\ 39.6%°14 2016 434% % A &2 07 Z7bslal §lar, AR g 1%l A
20159 7.6% = AA A o= HAstH TV 201610 = THA] 84% = S7He Ao
Hol Ztk Fare 2014 5.1%14 FE3] Skt 5.6%= A3t g 2

17) BMI Espicom, op. cit.



Ao AWE Il Yk 54, T, 45, ojdEol & fra=vke] v FES]
Zhaskal ek evebe] A9 20149 1.6%CllA 201610 1.7% 2% F7hsh=
AL R FAHIL vk
<E 5 22E F=9 2=7|7| Agt=®
(291: o 29, %)
2014 2015 2016(F%)
=R Ngme| oz [ A@we| 6 | AEwe | 6B
S S (=] =) (=] S
1 o= 1,326 | 39.6 | 1,378 | 424 | 1,459 | 434
2 o 270 8.1 247 7.6 281 8.4
3 = 264 7.9 242 7.5 245 7.3
4 Ehl 172 5.1 178 5.5 188 5.6
5 | mafa 145 4.3 130 4.0 132 3.9
6 d= 113 3.4 110 3.4 97 2.9
7 | olgtzlob | 100 3.0 87 2.7 86 2.6
8 | 7huct 69 2.1 65 2.0 67 2.0
9 st= 54 1.6 55 1.7 58 1.7
10 5 49 1.5 47 1.4 48 1.4
AI1070= &l | 2,662 | 76.6 | 2,639 | 78.2 | 2,661 79.2
MIAIAZ 3,353 | 100.0 | 3,251 | 100.0 | 3,360 | 100.0
3. 224 o277|aHUe] FRI[YUS| jEY & Fe HMES

o) 87]7]12kd 48] 10t 71 9) 20154 W& <¥-6> 20154 F29 98577
10t 719 mjE) 2 QoA aby H o] 2014\ 1,444 Eefoll A 2015 1,418
o gz ujEFdo] tha Atk 201449, 2015 QS AA 19 V1S
Johnson & Johnson©]t}. Johnson & Johnson< = AP L3-8 AZHE, 5717,

& Aeke Aol 2014 AA 39]
oA 2015 AlA| 291 2 4743 Medtronic> | 2 A 5.9} A1HHE 7], ~RIE, 71H]
H, 4¥-8&% 5= A 2014 AlA 2910l A 2015 AlA] 3912 miEo] tha
$t GE Healthcare= 2 d2=A|o] A|~®] A&3}3} Ao T EofF 52
S AAksta Qlrh1o)

R E, FHEAZ, dF547]

Edy

2
A&

18) BMI Espicom, op. cit.
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<E 6> 2014-20154 =2 2=7(|7] 10cH7[ oHE=H I =220

20| 7|15 20154 _2014'&'
(Oh= o =2f) (= o =20)
1 Johnson & Johnson 251 275(1)
2 Medtronic 202 170(3)
3 GE Healthcare 176 182(2)
4 Siemens Healthcare 145 167(5)
5 Philips Healthcare 119 111(6)
6 Cardinal Health 114 110(7)
7 Danaher Corp. 109 93(11)
8 Becton Dickinson 103 84(12)
9 Baxter International 100 166(4)
10 Stryker Corp. 99 96(10)
9 1,418 1,444

V. F8 5239 o w5r)7|igdel #3 7A

1. 0|=2] 2|=7|7[Ado] ket A

o) 5717 Akl A vl=E AlAIA 7S AAE Q= F7EEA AAl 100 95
7171 AZGJA F 1M vl=71del k2l ul=tol A ¢ 87 7]+ FDA(Food and
Drug Administration) 510(k)22) &7}& W2 Fof dujjst 4= it} w|=iol] 25 7]7]
& FE37] sl vs AP 22 Vo ® BAESEAIA o] FDAY
Ab 7158 BHstoof gttt ek 9lE ¥ Al FDA 114 ©] 9ol CBP(Bureau of
Customs Border Protection) 7+74< 58}o]oF gt} nl=re] 97 7]7]+= CFR(Y =

flo 4

.
1=

=

19) R AMAREY, FAA, p. 36.

20) MPO(Medical Product Outsourcing), “Top Medical Device Companies”, 2014~2015, A} =+4.

21) Wi&at, AA=E, p 184.

22) FDA(Food and Drug Administration) 510(k)& w]=Agell o] 27]718 sty Yaire 2
FoFEINEDAY FEE Al 90U Aol 510K) AAMFE AEF=S AL Aol
ok 510K)E BEE 1w 2650 57171 AxdAZE A9 90 dell 510K) AEAFE
AEsHEE skal itk
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ABSTRACT

A Study on Global Medical Device Market Trends and
Regulation of Medical Equipment in Major Countries

Wo—-Chun LEE : Se—-Hun PARK

In this paper, we examined trends and regulations of the global medical
equipment industry through literature search.

The medical equipment industry is attracting attention as a new growth
engine in the Fourth Industrial revolution. However, the medical device industry
is a highly competitive field due to product diversity, short product life cycle
and technological advances. In addition, Medical equipment are related to
human health and safety. Therefore, it can only be exported if it is approved
by national or international standards. Therefore, from the development stage
of the product, the medical equipment should designate the country to be
exported and develop a medical equipment that meets the requirements for
licensing the medical equipment in the country. Therefore, In this paper, In this
paper, we will present the practical considerations of the medical equipment
exporting company by examining the global medical equipment market trends
and the regulations related to medical equipment in major countries.

Keywords : Medical Equipment, Medical Equipment Industry, Medical Equipment
Regulation



