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ARzl s Hgske o] DA oR glo] AT, A7l AR dE
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= ATHO1 83, 1999). WEH A4o] 2T EE vho] 2
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A, FatAlel il old A Aukell A ojsjAAAES] Fol7t HAF FHE L
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Pathway 2.0)’, FDAY] 71HES 67119 o)A AAFFEE sh= 7147} A AH(Entrepreneurs in Residence
Program)’©| $A5-(°1 8} £, 2016b)
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4. 7tH| $==&l9| A|7|(reactive vs. proactive)

A AAGE wpe} o) Ho] Q. Fopell | WAeks FAlSS AL #EE 3o
AAZ LR HA1E rhdslele ko] 279tk 1A 39 22 FAE9 A= Q8 &
A7F B HH, Hho] Q. okl M Aol ok, AREAA T AdsEA =0l
2 5 Jle 2HE oW = 7] Wil SA7F 2As7] Hell 29 tiHlvE B 2sit

T 3

SHAIRE, wHEA N EE = vlo] ol Al7]&e] 735 ofd 9] xefE
%71 Wzoll A2l th-gol 4A Frk LehA ARl ME 19709t 7HA] = ofd A
Fol Aol A7) A7 = HA AdskA] 33 9ol sl 2440k doakEe
ANEE0] 79| o]Fo|A|A] %4THTait and Levidow, 1992). Tait and Levidow(1992)< A}5-
A Al 2Bl (reactive system)ol A= 27| AIELZ Q8| op7|® FA A ko] 7ek4
2 A5E 7 AH8] 2uj i A7 HebEle 548 AU fvky Awdith 5 o
W EAZE HAS o] Follof AlFA R mlEEE fAlzhE Aot

L

o X >

A, whol 7)ol el BAstLL leEdd] wE AAAEA sl Frhet
AA, A7zl FAAL @4 thal A4 thele] dede Ad o Sk =0

o AlseM e AeabEe] FAANEE f71AE 28 Al ek Ttelsekle 9
g A5 AZIE, NIHe 913740 tigh A3t go] HA gottizte 2449 #AE
s dst7] 1 19760 EZ2Q1 7holEellS wheste] W skSIrHU.S. Congress Office of
Technology Assessment, 1991). %= T& AEE HH, w5 NIHE F7RIZHAISATF&
(National Human Genome Research Institute)s= 1990'd &2]%] - H3 - A}s]4 EAo] st
-6~ 915+ ELSI(Bthical, Legal and Social Implications) Z2 135 THEo] Ax|7kA] F
8] Q31 JTHD, ol A% ELSA(Ethical, Legal, and Social Aspects)Zhs ZZ 1S 5

ol

11) NHGRI https://www.genome.gov/10001618/the-elsi-research-program/#al-2(Z1 4 U: 2016.9.11)
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8 A7149] thobt shFsbol thal AL Slek BUAHIOIAE 33 Frameworke] who]
QolERoE fElsh wel91ES] ANAAH Tl U AFALS Lo, 43}
Frameworkol A iz W21t} 714 dwko 2 grfeled A71%d] el AAH 02 e 4
YT 71249 ATE AT Yrhd. TR VLG ol wye) o

ELSI, ELSA, 71=93% 718 22 FHE vlo|2 7|eR A3 e A A4 v+

HE AR o Fal= Ak TR, AAA ds5 AsiAe F7HQI A8 ot

foheld st &, 2016b). A} FAIG=rol BFsle <1sl7F Q53 BasiA vlel L

o] oz wgo] WA7FEE LB tal 2719 tsdhe dFE Ads]e i

2 EB7bkssh] "iwelth. vl= FDAY 59 EMA(European Medicines Agency)*
TN Z7ISAN AR 3 Q18|7F GAlN 22T 0= diEE gt 7IE

42}, % o AR vldsA A o E ek 7S Hastehr] HsiA

2717
3 o4} 59 Agle] WQY A0 Bl

il 1:01'

o

nN
10 Wy ko
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o o® o
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-

]

rr
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_ISE

5. Ml HLE ZA(tEtY 2 Jlgh v, 2] FAKHE EX)

MES FAE BEstele v 7150] Hof & 2AE g & AT, Feluelres
&2l FAAESS 2H-ste] Sol 7‘*33]—— 73] Zeitt. &
Aol A M5 AREEs e W, 929 FAF e Zag 2oy, Aegs
& YIHAEE AT w =2 NICE(The National Institute for Health and Clinical
Excellence) oA Faak= €571 H7He RUE Sd AR S0l Slth 3 fosEs
alrE S22 7IEe mEok sk ol 7] Wiz, & =71 ARlE Ralshke
& 9ol 228 AeM FEHE ARE ‘:?:10}* $E& Atk 01]% 50, Hlo] 2 ok
oA $euehe ARAN=EY] #8S 3
Manufacturing Practices: GMP)' = 493}
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12) CORDIS http:ffcordis.curopa.eufelsa-fp4/src/about.htm(7 4 &: 2016.9.11)
13) d& 9, W“jv@r g obdel #Ast HE oA FAAAE ATl 54 B A YE FHz
AE AT Bs AL Fgarste] FAEHUA(01H3} 2, 2016a)
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7P @Y e AV ook AAME e E Y 7] (Pharmaceutical  Inspection
Cooperation/Scheme, PIC/S)’oll 7F4&F 1, 2015 27He GMPoll= PIC/S 9t 553 ¢
o] FAAY, AT F A AE, A8 FE Be AXT] £F 5 e 2TAA
THAIE- 9] oFEQA A, 2015a; 2015b).

Hio] @ oA AE & FAIE FHE W, B 57t ARSe FEske AL Axl=]
M o] FARAL I, Fad sl AES dol SEREE Es|of sk FElvke vlol 2
S IET o 9] Akl gt Fae REEA] 88 fgolelal & 4 gitk YR
Aol vte] ©71&0) ek 42 Bl=F NIH 7telElele] 7] Wis BEUlZ yH )
ATHU.S. Congress Office of Technology Assessment, 1991).

SR 3D ZHHE AZH o57)7], BEEY AYIEAE HAAdE FA7F (1A
U Aol bR Fokll tigt A= FAIE rHasoF & A A2 &9 Al
o] Rlokgt Tk AA Al H3Hy IAE 7|We R A FHE Ao] 27H: o|¢ A
a4 W= FDACIA = Al B olele 59 A1 TokR A5 Aty Sirk FDAE
w5 7led FEY S 87 TUE AFMAE A 548 94 Bt w9 E, A
FAZ R F4, g8 Ws, ARt T3 HolH &g, dieal AFPAA A,
NETAINA 55 23 A1 A S FHEATHEDA, 2011). A8k 7123438}
I A 27AE B AAE S 7H Tk A4EE Feeith 9 oJgh o33
(medical countermeasure) 7NErold BEAA 7HA9l WEE A ARE AFEEot

(Wizemann et al., 2011).

lo

6. TFHIEE chHAKprocess vs. product)

DOE S AEH el me RS ABACU9AE A BEES 9
3] 918 A4 2713} 7% $USEA, S B E4sEAE Felshe B4l
R process) T4, 19T AABEAS FotE] BE £S A% PHS AFAA

Aele] wet GefAl= A7 (product) TAIE T2 F AUtk FHLA Al FX9
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o5 Afle]l FYEE 2ase] Al 7Es Sl oF ske vk, A7l
Ae HAF Aol 7lEs TEATEA7E F88

ol9t AR HAoIA nlo]Q FopllME AR 2 AE A F5 Y (principle of
substantial equivalence)®] ¥2o] St} A& &0, T2 o] FFH 02 HealA Hg
A2 FIAT, A A Al FF a3t F GMO(Genetically Modified Organism)E 24+
7 7HA A3 o] Hda tigsisiet, AR A s 7Ne 2 GMOE A4S 1
ek frE WA AEA T4 9F wet FHF A A
o5 o] iAoty 424 F5AY AFS AR Aiolu HEFe SUT o, 71E
Aiolu 74, AFUALE Hlalste] F5AS ddehs WO E nlSdME A4
A W7HE T3P GMO7} stk s ok E
odlX GMOE O IIF74HA 28 2t
T A% AAS Adeta kA4, 2011). fEuER] A GM(Genetically
Modified) 2% THZ o, 7H450l GM A= AR S&3dty sielete HS
Al T a7t flES Hol 3lofls), dF9

2

52 71F0 8 9IAE v udEe

—
Ao
QL
=

(o3
ol
oX
=2

Aol GM Aol AEHA &< 745 GM &® 297} Q=S
[e] =)
947 £54 948 3857 Aoy £ 4 Ao

ol Stk Ty HIole Wale A HE, fAA BH7|EeH 22 AA7|Ee] 5
A ZEAAE A yEsiord tide] HAths i)

(Kuzma, 2016). HF 1H=o] 71E AF3 Aol AZIthAL Sollxf A4
S, ZEA A Aol ofE H1A Holrh QIAAY, 34 Hol7k ASE ALE ¢
FE 73tele Boh st #rksiol gtk Zlelth

_[N
O
offt
o(l}lr‘l
|

15) A BAEES] EAVIE AR A2l BB, FAAARNETS) BANGE FAAAR A
Zolh RAAUIAEAE FLANRE & 71 ol Agdlel AR TR AF EE HFWHE A
2712 FOE FA40Y DNA i FA408 Bdo) o} gl 4F mE FAEE 49lsu
DS PIRARAE  SAOIE,  hitpiwwwlaw o kAT F AR A BN/, A

2016.11.7.)
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7. THHIEE A|7|(pre-marketing vs. post-marketing)

TAAE A7l Al Z(pre-marketing) 3} Al $(post-marketing), T+ 7H &2 +&& ¢
ATk OlES 7HE NYA S ARiAlERE ol FoE HHEYIE Stk o7]A Al A
AE AAA A (proactive regulation) 9H= TE-EE 7E 2 W A(2006; 2009)914 A2
gk uie} ho] AAH 7)o F3e ¢ A Y sldohe Aotk BRI T 54
ol Asi7t 2 B-E WA 7Y BE 52 9ake] £Y3 ARE
A EA A A87E SR1E7 o £ Sivh olWst 9J2014)F vkl A Algy
T B Hlel Q. ok RISl AR 9] Hes Fe

A Aeles Av ARIES et 35 AYGFAllA Al £

E
=
QL
R
M
=
>
2
1o

AT S A1) A AIFOE SAE o] Fol| o] FolA= HUEE, A B, Aj4lAL
A7 et -2 Fej7t 9loH, o & 0] v FDA+ 2007'd Food and Drug Administration
Amendments Act(FDAAA)—E‘ Ea AFAAEANA AFE =21 0|59 AL ek el AL
A58 ARAEE 27 A sklTHe. g vl= FDASH 49 EMA 52 A% §
o]okE obA #E| AN AI91 ‘Good pharmacovigilance practices (GVP)’ ] W41 7l dkale] 44
stal ATHY. o= S5 FANA SEET upo] LofokFolut vlo] A E ALF- #e]d}
+ W2lolth FDA 9] ‘post-marketing surveillance’S . MedWatch 5ol APd-8 o2 -z}
& AHEE Bk, #E A48 533, DILIN(Drug-induced Liver Injury Network) <} 7+
of AAIZE A AAE ke Wl EEHAL t(Fine, 2013). FEHRte] Aol
o] @ ool A thekst flellA] Hel AkEe +Ystal Slom, HtdlE 2017 195E
Al o] Z7IMEAEA Y F7FA AN Fstete Wikbs WESHITHS.

Al 9 &55 AFATL =7

5 9o}, AYTFA BN A T FAZ 8BS e

|

i

o
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R
jincs
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16) FDA http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Post-marketing Phase
IVCommitments/ucm064436.htm(71 4 2:2016.9.12)

17) EMA http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/
document_listing_000345 jsp&mid=WC0b01ac05805832c(7 41 Y: 2016.9.13.)

18) H¥e] % hitp:/fwww.dailypharm.com/News/214036(2016.07.07.)



730 AHMAT H253 H2¥ 2016H 12¥

£ A oS RAE WAl A ABale Ao e wrh 94 7120 7T, oE 5o,
w5l ARSI AW Sags 2o meao] st AYdEe B Tt
F 19500 Bl 1S AZAUAE TA B4 A AR 710 95D AR 27
b8 A9 SrE BAAS A6 18D - S sl e Qg Ao

TAE o= Arde sjad 5 7] wolth 2014 4€ mSeldE Tt A5 o
B2 T 18] Slrks AR AT R AT stthe o2 tAIThA| ot A

dejol 2tz 609 2o} 309 2eie] Eafjuid A dES W |k ok,

) ) 2

T B,

o 2 wzAHe 34 A

FES FHAOE B WHOZE A4 BAZ o1T 5 9ow, ABHOT 4

98 Agol 2YY shs el Erk 137 WRel vole. Holel FAZ YL A
H

& o LA el tieiM e Hagke] Felvt s, o B FAA olnE
o

N AR AF TP NIFES FASY AL FA, P, A5G, A7), 4
B DA% FAAE AL U, A7 27e) A1FA MR pEE AFES
Hal7] el wlole. ok A AED 71E ATES ARG, 1 A vol2 ¥

o] WAL 3l Teleok @ olHEL the ol Aelal Btk

A, A DEE FAZE BEA BR718 BRE gk o] WZIA S o
ZAESE 93, WA AZAE PEE A5 BA Lehbs Aol

wlol . A1Jo] ol T A%710] HolSol Wz ol AWHOE FHT AT, A

19) ditiZ % o] http://www.mdtoday.co.kr/mdtoday/index.html?n0o=239132(2014.04.18.)
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o 0] MepE Uzl ARH O FHE FYaka Lo B3 Aol AR A
9 5 YES 4R AYS Zols L o] FojAol & A2 BTk BE ol W
£ M AA FAZ FY3HIL 015 243 olalshz Aol ANHOE wlo] 2. A

2.
A WANAE W DL TNt SIFAAE Alolo] ZAlshok 3k, ol & =4
OF oF 4 9t FAIG o] BT Ao vl

192 IR Agahs AS HAeA %

Ao
=, B ToFsAE Hiol L okl WAEE

=13

o 1
th 994 shgolehs 7127} okt BEAA glo] AEW A4S, 12 A T
A

=

HZE = 7] wEolth AN WAL R AHA &g, d9d gAge UAHE 1A
ISR, = A A, 719E 228

AsFAA = 7HE ool thet HARE Bk St
=

AR, AF8]A gelel] 718k & e SAMAAE AT H A M BEEA] Qg iR
oh =& upo] & of AI7E AL g
T Z0] golatA] ¥ FHo| Slrkh thefdt AANE A 7HxE0] tgstal ols) #A 7t &
Aol Asisde AjFEe] B7] Welth AR ARS Y kelrh N EA] o Al
2 A A9l (regulatory failure)E ©F7|5ke] B thE PAH|L-S WAL 4= 9lom =7t A
AH oz = 5o Aol gk BAH ALS] A Aghs 2T 5 7] fzo] uie] 2 ok
oA el N A WA F stk

A, 715l EAsA] Rk GAECl tisl AT ORE Qg £ehe HAsle] Sla]
AAIARD o] Fasttt tAlE Bl AT E sl Asty] 918 Fag AES] v, Al
715, AR dopt Al E wdsh] AsiA A-e fAle WEA] Feg 7
ol 71ee] ol A4 ¥ 7iEshgel wet A 7E A o] AMFA o s igohs

Hogi 328 gor, 443 ZA7} ololA/|E ok FF plde) 278 & 9

{0

Ol

0|2 ST AR ﬂw A4 8% 5 Ao 223
oA, Blol 9 Rofel AL d9)52S S8l 2 1S 43402 £ Ue

7T 9] FAAES) B FIE BRI, st W A TAS Fusiels
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Journal of Regulation Studies Vol.25 No.2

A New Approach of Classifying Biotechnology Regulation

Myong Hwa Lee & Hyejin Lee

There is increasing demand for reforming biotechnology regulations but insufficient
discussion regarding effective ways of biotechnology regulations. Dealing with living
organisms, biotechnology regulations have following unique features: conservative, diverse,
and complicated. Based on such features, biotechnology needs a more comprehensive
understanding of various ways of regulation. This paper attempts to offer an integrated
classification scheme of biotechnology regulation in terms of who regulates, how to regulate,
whether to open, when to design, how to support, what to regulate, and when to regulate. In
these seven perspectives, the Korean government would need to consider more self-regulation,
negative approach, open decision-making, proactive approach, science-based, regulations for

process, and post-marking regulation.

Key words: Biotechnology Regulation, Regulation Classification, Regulatory reform
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