201p—-238p

=N

b

—
[

5 M2 Ji4

 XH
&

S
o

el
[=)

At3l2 3

r

20101 FMS S A=A

oM B2 S0t

[ 217

k

S o HRB S E
15 RRR T ;O
Ronot=gs
i U =
ok _n.Jum_omu_Do_.A_._rA

ur 4 = op AC
n ol =
o1 ma_:M:”w_mM
T MDI @..I,Omv.l
L =
wE gy Ky @b
R
Woy 23 s S
ooy Mg, o® 2
W s s o 8o
s 3 _H_._ﬂw__O_J
c ey
"l RO _ ™ ol *
Rl =S m W
MMRW_EWE@
[ — p o W
JJ__E.mr )
~ S~ ou
~ Do - 5 R
WS ol = = o038 X
o = &wmmwwﬁ
ol & =) =5
< ok =00 @M ol
s . oBR - CS
g o < w or wr
I
axzﬂﬁagzwm
mm ol ©=Was o m
ov -0 jm_Ll
=SS ELBELS
B =R RO A
L I R ¥
L - =
0 0 . O S 00 ol
ol R D of & W H

43k

b

—
=

o

80l ZloE =10ICH

ROt

[=]
o
=13

A2

X
Vol.12, No.4 (Feb 2019) 201

|=2217]

THHIAl

’

3

[
[a—

P
|

AAA =

]

-

Ol &I,

=l

=
[

Ayl o Weg 3
S Wol e AT YYTHNRF-2016S1A3A2924832).

cliof,

=

=13

=<
1A TR Seiel e, w4

HCI
R

]

¥
f

4
[e)

A
=

H

S AME

[e)

AAAT] 20183% SFRIA Mo

) 24 wope] A3

A

W, gRAT A A
e @ R)ela SSK BopAlo} TERAATAE AYATE, FAA

= ellot

J

o~

=

%
<

« R A Mo Bge F4 o] 44

ZH ClI

o 731754 AL

gl_\
X0



'BEARI2 SSEH, NI12A H4s

. ME

[ —

>,
2

z
r>
1o,
Al
N
N

S Se Rt BAE KB dYe WEs
ol PAR Sl HidsAl AU AS A WAtk &
= 5717] Ak A AR, 2018 109 A &
23Y 55 dolof Whagate], A|ejxidk 7]7el el 71Ee] AbgtAlel A
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Atk 5 ik AdZopol A= Faxtel] thet theFet HAlGH A= aEE o9l
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and Drug Administration, FDA)ol| A ek} Ale]g7]7]o thsh 145 @33t
AT} AloJokEe]l 79- 8] o5 (Orphan drug act)S AlAQste] s]Adst %
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e, 2) o] Aal A@F9 Ak R A wr)7) FARA] AFS Abwi
F3) o7 2 fFARcke] AEAE tabor F Dsto] AAd] Fuka AE} A
FRAE AAF T 4) ARRAL AT BAE 5) o2 Erjz @ake] 2ok 2

Frz

2

Aelgr)7] FAREA ) vl @ FA T FAR A A3 e TF
o] At n AALenle] #et =2l AjAs R} dek

. OIEX - X=X i3

L. TrAle) At FAdent

28 o] 83

AE=HN(AA31,2010), AR FA7F 7

171 flaiA el (o] 78 o] 5E 018)
%

93,1994, 49 0 %?,2008) ?MH
s ]*

2
1o
222
)
ofl
rlo
4] d
2
1o
i
i)

(03
o

5
>
D)

o A, ATAA, A FAAREe] BAYS HRET v (<1g 1> 3
£). ARE FOUH PIF AR A9 5 A ARZE 95 AR
AT AL Aok, Al o430 AL AT A g it e

g
o] k. g, oleja ARt sl AL WA i Al el G
s gow, AEA Al AAE FAR-SFAA-FAFAASE] st
2 o1 5 Qlrka Brh(1eg-o]34,2008).
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A AR AR, AT, TS FHOR A ool Eeln
313 L 2o] S Ast 4= 9o AXA AAA, AL3)E3HA 3t
ARQlEo tAe] A2l oM@ G viATA wsle] Aol Jbss
oo 0% FAHCR FAS) AL olgdte] v FAPLS LA B
o4 B AR s Oléﬂfﬂ & 9= A Zte] Al g} FAle) ol
A, FAE S o
o= 717 Alg o= 9

l'UJ.l
O

i

Ei ﬁfd%ﬂ THAPFZEE ] v A= FEEEA
7S F3sHA FY (9 H,1994).

<ad 1> FA9 A2y

A SR “ m AR
e I

.g

=3 A93,1994

HA deket 7 o] digte] EAIE w, Tl dikks FAll AEE 4 ¢l
o (¥43,2016) ol WA Melg AAR = A(FHF,1998)S
ofujsic}, FAdeupr HAs] 98 749 8- T 9] wAEAQ figte] &
ABL(Aa4), 2 vigke] A#TIA| 7} s A ol (A), ZF tiks: A A8
634?4‘1 o] A= Y (7IAIHEA), T% AIZE Ulel] A3 A4S
E(HEE79A) Solth(o]EH  £11992;49971,1994;F T4 -84, 2000;8-7
Z%,2006; 1 82,2008).0]1213t Q0= A Deula g3l A

A7o] o]Foix]7] o] HH(F1E]>,2008). thH3h= theto] Ale
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Hseeb7] misell 54 ook o digke AgehA] ool did 713 &4
(opportunity loss)®] H]-&-& S|t} 5 7§ o]e] fdo] EAjstaL, o] A5l
= Zlo] ZlAde] opyetar wa} S

EHE—E =37 %E o}i, T A=A
o]

= |
2l ﬁ‘i‘igi ARE e &3 dAe 2 ddrbh "ol Adr, 199451
PN
,2014).

A ﬂé‘}ﬂl He 20e g4

‘?33 A F 7P‘] H“‘Oi TEE 7 AE

MAA Ao m et Aolth(o]EH ﬂ, 991). 53] 7H*ﬂ"—1 HHo
= dyute] e} Heke 4 ddvke %ﬂﬂ%ﬂﬂ HHY BeE 74
(protected value)®] ¥ o= -Eate] AL (HE22002;4573,2008)3] &=
Aot HoE 7R vE 7R Sk sk —‘?*Ei H5H 7HAE oH|shH
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Aol 2otk deel At 3ok(3582002)3 Ba gl
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2E 7P He 7Y TEYs £ Pt e vekE AEAl AL
BAAE wd2 E38E 5 o8 FeAn2aE AFska Ath(Dunlop &
Martins, 1995). 12t} o]:= § g5-o] gt gy e ovlst
A, Q5 s Rl drlste] W2 omavkEs A8shs s~
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el G At PR DA QS A, SIELR A
82 oRE Aol % AL Fol Ak WA
o kg Mol dsiel SR AEA AN ST 4 St A
cnom ek AL Aol S MRS W RSt EAlek gol]

W57k Ak BRIV A ARsh BUs 34 20% Sk A= A3

uu)
o%;
mlo
o Ao
oo
ﬂoﬁ
rlr
i
o |

F PINGARE ABHE AL ZA0E 3ol A2 YINGARE A3 ¢
PAGARE Bl Sk W AmDolth vhATeE S oRE A4e
o5 A AR ek, Telt SFSIRE Aol B ATt FhH oz

a7 Aol ¥4 gtk BAl7} lnk ol Addow e 37 )okEe
BAHAo] F7|ejokEe] UF ATARETE FUS gFE(HA} 9
2013) Ageleiskr] wolth,

@ 2 =771 g AR

ojg7]71o] ME2 AAH 7] oMol oAb ol A 5717 thit &7}
A&kl ot 2003l SHE o877l A8 H AL, 20110l o]=2 ¢
71719 0] HH A HA A< 4E7l71 TAAALL A AAE A
ATt UHA Q577 Alou FEAl T e 2§ ste] AHEstE 7]

= A7) g omaslol Agahs 7)7lek Hold 717)e] B4 ojwe)

5
T 71, AR, AR Ee olek AR AlES %é}ﬂﬂ S&87171 A2x), A
S4< I adsfor f’i‘jr(i AEA5-2017). @3 <15717] ANFB(FE A

1) AIDS, & & A9E sIfshs 9y

5 Az oloFF AEARYOE Ao} WhH EEd
B oOFE S9\910KE, 9 S2 DNA 1 5 BA L Al 00 ook AIDS,
o 5ol AgEE BB AKONPAF £F

2) B4 QAN AR $A A AR F A 3 dPAY AR AR 7
270 elshe Jolek olefd 33 2% sbIES A A8 Psd e A2 a7t
Rl 4l

o gl FEAToIL AYS AR DL P A BASE AZE ARA
A U A A4S Sk AR s
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A 9=17)7] AldH(FEH A1469%)

o77)7] AAEAE A 49 R og go] FREAL 19AE ¢
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9 oJ527)7] Aol 93 gL oA AEA o Aula HEe glou,
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Qgto o|srl7] S7HAkA), Aol lER N FHRANRATY), &
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3. AAAT AE: JRTFARAE FHo=

TAALE 9] Aol AE WHO(MAIRZAZ]F), OECDAA FAH o=z Zust
oJokE, o57]7] AAl &3k AF-E0] 20000 o] § X|&Eo] 21 Qi 53
WHOZF 2003 &3t To]57]7] #A4l(Medical Device Regulation); &= 17+

HiuAMe| e 9 87]7] A< 7]1‘5:7‘—1@ ‘ﬂ’ﬁ.ﬂr THAIS] 71E, 7Htﬂ 5%17}4 45 /]
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ol g3te] ololzl AT} QIHF 2AANE Ko Al A Al 2
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§31 SIEU B3 ARG YAk, YA, 8 A w2IFo2
thro] Bl AASL, o8 Bz Al Ao PP AN 1

olr

o

o] 7A473A7(2016) 9] AToIME 41179 o A u A FAS oz )
E9= A4 B4 5 BAstel $aH0R AN o] sloforat
Al
A

A
ﬁ%ﬂ cJuiefsl TYAE e @ tie 4 drydeos A
-SC]:

H# 7%‘% }g AN 8] %z‘?} OH%U—*]O]

A3 At BAlME olmiel Aol Bt AR gl W7
SHlTk TRl o A7bA] ZhE A o Aok Bl Al w717 Al A A4
ATFTAR AAF A7t PEoR 2 Aol = Aol Anal &
Ak ATellXE A9-E-2(2018) 9] ATelMAT ad A dvto] 7
L8 A7 AR2ARE Sl Aok 3 Al o87]7] A ope] A A
AREA QL sg7e} A A o] T AL Sl A A A Qent, ddY
AR AL A AL Sl el Brefiaal v

2
o}

T
EE_”T]
4 2 o ¥

=

ro

Vol.12, No.4 (Feb 2019) 211



STARIt SSEH; H12d M4z
<& 2> 5 TARAY F8 APAT
AH(AE) | AUl | A7 Fauls
94 =)= A=} A g A o] A et v, A4,
Ele Bl EEY %_‘JFOL] 4 AE7VEA Bl didll AiEvte] 9is Ed=
(2018) Al ST AR A RS AlATE
AEZIAL | gt Ele] F8 w7k tAY daFof i
B9l 949 24 & AR A RS Ha R8sk 2ol A
294 o AR | & EFE
oz | BT asnn | 049 9ol wa g g
(2018) EA~TDE | A7 JERE Sl T gAg daAof e
QJIEIR | FH Al ARG A MRS =F
o0l wrtel o528 Qo g R PALH S
=80} oag 9 Ap A < A 8sfe] M, BU, o] wuldl 9|8
i A T ) BYS v R Al 5 A1 A o] wkek
e’ He A
[ fe) A g 7|7 %%%77\0 1_9_}3‘7 o
OECD E]Z]Eé o ‘4"!?1? ‘4 ] ]9’]' . ]E% 5 ‘0‘]’]' _]
> Ad71% | ol gig A, AR A Ee] aslor &
(2017) I87)= AVBES HAE
o= Lo
411749 QM H| A FAE Yoz Y EYS
AR geAns | e wAE Fstel Jolg tAleh Al tAlE
6‘]./K‘]-’r£] i PSS
oo TANE =4 o )
(2016) UGS EXE 1A g o] HeE Al
Al
WHO SRR P AehF71= irjjfz} 8717] 4] “}i%ﬂr E
A7 | ANEFE ANt s M B FHLS
S A Al Wl AR AN
_ | AE8717] qtAlS] 712420 AF 3} fAle] 7)E,
WHO = SZI7E | N Dy 2po) e 9 52 warg 7))
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2014)E -/]U]ffhﬂr TFA%sE g3l How 7H](protected value)= 2F3 7
A= o] 7kx]9} JIEFoH 7HAE HeZ FASISITE old gt /Mg o=2H
o] A 3= gio}* B3y 7HA = el Qb o 7], AA}A EAd ¢
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2. 97 "y & dylo] 7]1¥H(quasi—delphi technique)ol] 7]8ksk

BA -
oA o HS ol AAIE onst(Hart et al,2009). =2
AAE A ez o) AR AASlo) glof ‘A7t Heke] dx]Ad )

= X

A =L oA S Ao R A (Hart et al,2009)3sk= 3lo] A4-5
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A tieke BAeh] feiA derhee] Ade Fdste] oud AAekE o5
SH MO R FolE BEdt] wAlIE FAAY e s sEehs
Holth(e]£4,2001). a4 dato] 7ol 54L& vt o, SAE
=, SAAER 4, e AA} Solti(Rowe&Wright, 1999). & Aol
=24 Ao Qls) WA HAE FAE 4 glov duvte] Aude B
akaL, FA1E HelelA I =S S g (median) &2 AA T, o] & FAH LR
FAsto] EAIE AR 2AR eI dwrt et vo}—t— Ao &

sho] e AAle <17 3> o] W,

=o|El o|H(median)2|
X o FHoqxie| el

M_E_I =12 Ol =
oA mal 2'?’-’2':""’“
HE e A SS9
&£ E(median)

Z2: P79, 2008;20108 EHE A+ A4

e

Aok B Al R71719] oAl el tiel £ B Ak e olslE 7] <S¢
A= 20184 1195 129714 71 A H-o} 2, 8HA, Ak A o] thekst
nlo] & wHolE 9 Al AR} 20910 tia] AT} AEALS AAE T 2
ElR 9 ARsE AEzAle] AR qAle] Az Al So ol Al
7 o)=L B vy FAAES FAo= st ojokE wl ojgv]7]e F
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)AL wedshr] 918l 5H YAE HERE FAE A9 &89 54
of Wk-%3} Q1| H-(semi—structured interview) % AFx] HMAS o]&3lo] A
b AR AAEIIT AR AERAME ARA] 109, v)AIA 109 &

2070l Fefsigint. wlAkdAl= A o= S W7 51, o8 A vt 37,
2

ATA A7k 2i o2 TAEATE Aol i S Asket oS S
APAAS T iAo WA o= oo AT HiA|= 2055 wiEste] 2047 B
3lratsith,
<% 3> HA &4
L&
e | dEg | v | aweer |28 | del | aw | EPER
1 [\t | s | wlele [15dold | 30d [ o4& [ AR
2 | MR | A Al [ 10oly | dod) | eA AR
3 | HRKY | A Al | 5ol | ot | e AR
CI ) < O O v N W = = 5 2 O = AR
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Dilemma in Medical Regulation Policy: Focusing
on Expert Survey of Drug and Mecal Device

Lee, Youhyun*
Jung, II—young**

<Abstract>

Medical regulation on new drug and new medical device is a social challenge that involves
conflicting values and complex entanglements of various stakeholder. Based on its unigueness
and policy dilemma of medical regulation, this study conducted theoretical discussions on
regulatory triangle and policy dilemma. After reviewing the current state of art of the new
drug and new medical device regulatory policies, we conducted an expert questionnaire
based on the Quasi—Delphi design for professionals.

As a result of the expert survey, Korea's regulations on new drugs and new medical devices
have problems in general, and they are characterized by the fact that no benefits are given
to the regulators and beneficiaries. In addition, both industrial and non-industrial experts
pointed out the problems of new and new medical devices. In addition, the most remarkable
point of the results of the expert survey is that there are no visible difference between
non-industrial expert and industrial expert toward medical regulatory problems.

In the era of the Fourth Industrial Revolution, the medical sector is inevitably generating
a regulatory lag that keeps the system from lagging behind due to the speed of technological
innovation. However, the results of this study show that experts share common perception
of problems in both industry and non— industries. This will serve as a starting point for further
concrete improvement.

Keywords: Medical Regulatory Policy, Policy Dilemma, Quasi—delphi Design, New Drug, New
Medical Device
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