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Abstract

T. Background and Purpose

» Since the 46th Annual Meeting of the World Economic Forum held in
January 2016 focused on the fourth industrial revolution, the development
of information and communication technologies (ICT) and artificial intel-
ligence technologies has been accelerating a paradigm shift in the econo-
mic and social structure, and new growth industries surpassing the existing
economic concept are emerging.

» What becomes important in the ear of the Fourth Industrial Revolution is
to provide new solutions by linking and integrating things with information
and communication technologies, and this is particularly important for
smart cities.

O Because, in a smart city environment, information and communication technologies
(ICT) are applied to various sectors such as transportation, safety, environment and
energy that are necessary for urban life, and various information obtained through
such technologies is shared and linked to operate as a platform.

O A smart city functioning as a platform is formed in a way completely different from
the conventional process in which cities have been formed. Accordingly, the legal
system should be reformed beyond the current framework to reflect a new paradigm

for city formation.
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O In other words, we need to establish the regulatory governance in order to organically

link and comprehensively control the convergence and integration of ICT and
geospatial data, which is highly emphasized in the Fourth Industrial Revolution.
Furthermore, we must concentrate on reforming the legal system not to lose the
driving force because of out-dated regulations.

Japan, Singapore and the United Kingdom are endeavoring to reform the legal and
regulatory system by adopting a regulatory sandbox to smart city test beds in order
to make possible the reform of regulatory governance and legal system, which is
emphasized in the Fourth Industrial Revolution.

Realizing the importance of smart city programs, the government of the Republic of
Korea has enacted and enforced the Act on the Promotion of Smart City Development
and Industry. The government is also working on the Special Act on Smart Cities
that provides for exceptions, such as special zones, and is endeavoring to retract
unnecessary regulations and to eliminate regulatory barriers to accelerate commer-
cialization in the new industries.

To facilitate the smart city, it is necessary to adopt a regulatory reform approach
considering its nature as a platform and to suggest an alternative to abolish or ease
regulations governing the collection, utilization and sharing of various data in a city.
In addition, it is also required to find out and reform regulations that would hamper
a smart city project to be implemented in an existing city in order to resolve urban

issues therein.



» An increase in medical expenses caused by the extended life expectancy and
a transition from an aged society to a super-aged society calls for quality
medical services and efficient healthcare services, and the bio-healthcare
industry is emerging as the next growth engine getting worldwide attention.

O The Human Genome Project that mapped all of the genes of the human genome has
contributed to a remarkable development of biotechnology, including genome analy-
sis, and big data technologies, which are critical in the ear of the Fourth Industrial
Revolution, are greatly advanced. Thanks to such development, personalized medicine
(or precision medicine), which is a type of medical care in which treatment is
customized for an individual patient, and regenerative medicine utilizing stem cell
technologies have become big trends in the medical sector.

O Biopharmaceuticals utilizing cell therapy and gene recombination are emerging as the
next-generation growth engine in the pharmaceutical industry.

O Given that biopharmaceuticals, regenerative medicine and personalized medicine (or
precision medicine) are based on the technological backgrounds different from con-
ventional medicines and medical care, it is necessary to take a regulatory approach
differently from regulations on conventional medicines and medical care, considering
their inherent characteristics.

O Biopharmaceuticals, regenerative medicine and personalized medicine (or precision
medicine) has just begun to grow worldwide and there is fierce competition to beat

the global market.
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O However, the current regulatory system only focuses on conventional medicines and
medical care, and which is a huge obstacle to competing in the global market and
to providing quality medical services to Korean citizens.

O Although the bio-healthcare industry creates high added value, the process of entering
the market through licensing of new technologies is too complicated compared with
developed countries or lack of necessary support, such as expert consultation, often
leads to missed opportunities in creating a market.

O Therefore, there is an urgent need for amending the legislation and regulations on

biopharmaceuticals, regenerative medicine and personalized medicine in a full scale.

» Based on the recognition of the above-mention issues, this research aims
to conduct an in-depth analysis of the current regulation policy and legis-
lation applicable to smart city programs and the bio-healthcare industry,
which are emerging as new growth engines in the ear of the Fourth
Industrial Revolution, and ultimately to propose a reform scheme.

II. Main Points

» The regulatory reform research in new growth industries is a three-year pro-
ject (from 2017 to 2019) and our research topics are (1) ICT convergence
and integration; (2) smart city programs and the bio-healthcare industry;
and (3) new materials/parts/energy, all of which are new growth industries
in the ear of the Fourth Industrial Revolution.



First

year

[Annual Research Topics]

ICT convergence and integration

Artificial intelligence (Al), virtual reality (VR),
Internet of Things (IoT), smart devices, wearable
devices, 5G mobile communication, and self-

driving cars

Third

Year

New materials, parts and new energy | High-tech new materials, parts and new energy

» In 2018, the second year of the regulatory reform research in new growth

industries, we are focusing on smart city programs and the bio-healthcare

industry.
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2018 Research Topics and Research Methods

Volume Topic Details

- Korean and foreign governments’ policies and
) legislative trends regarding smart cities; and

Volume 1 Smart city o )
- Proposals for regulatory reform in line with

the policy direction for smart cities

- Analysis of current regulations and problems
on biopharmaceuticals, regenerative medicine and

personalized medicine (or precision medicine);

Analysis of the policies and legislative trends
Volume 2 Bio-healthcare industry in advanced countries in the bio-healthcare in-
dustry, such as the USA, EU and Japan; and

Proposals for regulatory reform in the biopha-
rmaceuticals, regenerative medicine and perso-

nalized medicine (or precision medicine) sector

» Volume 1 “Smart City” discusses the differences between U-City projects
implemented with the government” s policy initiatives and the smart city,
and makes proposals for regulatory reform by analyzing the current regu-
latory policy and legislation and legislative trends in major countries in
order to enable the collection, utilization and sharing of data, reflecting the
characteristics of a city platform that shares and links various information
in an urban environment and to resolve urban problems.



O Despite the well-established legal definition of a smart city, there are still multiple

ways of explaining it, partly because there is no smart city developed to the level
that we can feel it in our daily life. Eco-city or U-city that is a similar concept to
the smart city has been used in Korea and the Korean government has been
implementing U-city project with policy initiatives until recently. Thus, we have some
difficulty in understanding the smart city.

To understand the concept of the smart city clearly, we analyzed the definition and
meaning of the smart city provided for in the law; drew the legal implications of
the smart city from the legal point of view; and identified the differences between
the smart city, which is recognized as one concept of U-city, and the U-city in the
scope of legislative system.

Many countries in the world are implementing smart city projects in various ways,
either politically or systematically. Therefore, this research addresses implications by
analyzing the policies of the EU, the USA, Singapore and Japan, so called leader
countries in smart cities, and Korean regulatory policy and legislative trends that will
enable the collection, utilization and sharing of data, reflecting the characteristics of
a city platform that shares and links various information in an urban environment.
Smart city policies of major countries emphasize planning and support from the
Administration, purpose-oriented projects, governance among related organizations,
and, particularly, collaboration among various research institutes, private enterprises
and local governments. Also emphasized is information exchange that is essential for
such governance and collaborative projects are performed based on such information

exchange.
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O Legislative effort is made to establish deregulation measures to guarantee the appro-
priate circulation of personal information in relation to the collection, utilization and
sharing of data, which are critical for smart cities, and to regulate business entities
to ensure the protection of personal information.

O On the assumption that data is freely linked, shared and utilized, regulatory reform
shall be made to ensure that public data is shared and managed effectively. It is also
necessary to broaden the concept of personal information defined in the Personal
Information Protection Act, the Act on the Protection, Use, etc. of Location Infor-
mation, and the Act on Promotion of Information and Communications Network
Utilization and Information Protection, Etc., which provide for information protection
and management, to include a new concept “psuedonymized information” so that
psuedonymized information can be provided to a third party or otherwise utilized
without the consent of the data subject for the purpose of providing better service
and accelerating industrial development.

O To resolve existing urban problems, it is necessary to legislate in such a way that
smart city projects are incorporated into the Special Act on Promotion of and Support

for Urban Regeneration as one type of urban regeneration projects.

» Volume 2 “Bio-Healthcare Industry” is divided into three categories based on core
technologies, which are (1) biopharmaceuticals based on genetic recombination
technology; (2) regenerative medicine based on stem cell technology; and (3)
personalized medicine (tailored medicine or precision medicine). Volume 2 analyzes
the regulatory policy and current legal system applicable to these three medical
fields as well as the legislative trends of the countries advanced in the bio-healthcare
industry, and suggests a scheme for regulatory reform.



O Biopharmaceuticals, regenerative medicine and personalized medicine (or precision

medicine) are new multi-disciplinary fields of medicine and pharmacy, which incor-
porate and integrate abundant computer knowledge and technology, intelligence
information technology, including Al, and ICT based on the remarkable development
of biotechnology, including molecular biology, tissue engineering, pharmacogenomics
and epigenetics.

Countries advanced in the pharmaceutical and medical industry, such as the USA,
the EU and Japan, and new comers such as Singapore, China and India are fiercely
competing to enter this new market.

Since the market environment for biopharmaceuticals, regenerative medicine and per-
sonalized medicine (or precision medicine) is very new and dynamic, regulatory
environment and pathways are very dynamic and open as well and need to be further
defined.

These three medical fields are based on the state-of-the-art and highly complicated
biotechnology. Very few precedents are available in these medical fields and very
few licensing approval reviews are conducted. Since the history of their development
and commercialization is not long, there is little accumulated evidence about their
safety and efficacy.

Recognizing the bio-healthcare industry, particularly biopharmaceuticals, regenerative
medicine and personalized medicine (or precision medicine), as the new growth
engine seeking future innovation, the Korean government is aggressively investing in
this industry and the National Assembly is preparing for legislation to establish the

related regulatory framework.
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O However, the regulatory framework appropriate for the biopharmaceuticals, rege-
nerative medicine and personalized medicine (or precision medicine) is not in place
yet.

O Therefore, our proposals are to establish the regulatory and review framework appro-
priate for biopharmaceuticals, regenerative medicine and personalized medicine (or
precision medicine) at the earliest possible time and to further refine it based on the
lessons learnt from the USA, the EU and Japan, which are to establish the regulatory
and review framework appropriate for the biopharmaceuticals, regenerative medicine
and personalized medicine (or precision medicine); to conduct reviews from the
standpoint of regulatory science; to provide supporting personnel and system; to
establish the regulatory framework that guarantees privacy protection while facilitating
the use of personal medical information that is more sensitive then general infor-
mation about individuals; and to timely amend the law and guidelines applicable to
biopharmaceuticals, regenerative medicine and personalized medicine (or precision

medicine).

» As our collaborative effort with industrial, academic and research institutes
for conducting the 2018 regulatory reform research in new growth indu-
stries (I ), consultations were held individually with experts in science and
technology or economic theories related to the smart city and the bio-
healthcare industry, and we also had experts’ meetings and focus group
interviews. Through such effort, we seek to raise the quality of our research
and to share our research experience and outcomes.



II. Expectations

O This research will contribute to creating a regulatory legal basis to be a leading
advanced country in the global technology sector by facilitating the rapid commer-
cialization of innovative technologies for smart city programs and the bio-healthcare
industry; and

O to establish a scheme to improve the regulatory framework and governance for smart

city programs and the bio-healthcare industry.

» Key Words : Fourth industrial revolution, Regulatory reform, City platform, Smart
city, Linking, opening and utilizing data, Biopharmaceuticals, Rege-
nerative medicine, and Personalized medicine (or Precision medicine)

aINYISUl YoJeasal uojeisibe| ealoy ‘






CONTENTS

%Z" 372k TFAIAN AT korea legislation research institute

Q Q_]I: 'T'E_l‘ ............................................................................................................................. 5
Abstract ........................................................................................................................... 13

AT GITEO] T «rverrerensusenssstneistnsisintistst st 33
FI2A HHO] I HEH ceuseesiunsisiussisismesssssssssunssasisssisisssissssssssassssssnstosisssasisssosssssasssssssss 38
@ AnEATE A / 41
A1 ATFEAJE]Q] TIIE HZ woerreerrerenmsssnsssssisistssisis i 41
A2A ABFEAJEQ] FIQ rerevssersrsssssnsssssnsssssnsssssnsesissssissssinsssssnsesssnsessssssssnsssssnssssinsinss 43
1, ATFERJE]Q] FO] crrvsesssussossnsssunsosssssssssssssssssssssunsssinssssssssssssssssssssssssnssssssssssssssasss 43
2. ATFEATE] AYJO] HA FHO| ruriiniisinssisssissssnsssssnsssinsssssnssssssssssnsssssssossns 46
3. ATFERJE] AT B coocerosrusesssnssusssisssssnssssssssssossssossssssssssasssssssisssssassssssssssssssssoss 51
AR ADFEAE] THE HIA] B ceovveresscsuosssusmsssisnssssussssssnssssisssssssssssssnssassssssssssssss 55
1. r_/:u]-I_E_E/\] }_/ﬁ ol /K]—Cg;ﬂlg_ _‘c:)_oﬂ :r_r:)j- ‘ﬂ%; ................................................. 55
2. TSR ALAIL] A4 Sof] TATE G | cooreerersmrnnsssisis s 56
3, ATFEAJEIQ} U-CityQFo] ZFO] 7 wovvsmssssssssssssssssssssssssssssssssssssssssssssssssssssssssn 62
@ ufs] 2 @A / 67
AA ZUY ATFEAE] A2 T HA] TG e 67
1. SFEO] ATFEAJE] Z2Q FJA crrrrrersrnemsissiessiieiie e 67

onE[olERS A= s e A A s 77



CONTENTS

korea legislation research institute

1. u] e 91
2. (?E] E_ .................................................................................................................. 100
B, AT IR R ettt 108
L T T 113
5. Og -3- .................................................................................................................. 120
B, TLT AN ceret ettt 126
7. = %_1[ .................................................................................................................. 130
8, AJAI tosserussssssssunsssusssssnsssssstssssesssosasssssossssssssssstasssssssossssss sssssstassssssssassasssssssoss 134
A3A FU ATFEAIE] HAQ] GHA| sorvrrersersssssssssssissssinssssssissssissssssissssinsssssssisiess 136
1. ATEEAJE] HO] GHA| sroeresssesrsesssnsesssssesssssssssssssssossssssssnssssssossassessssssssnsssasssses 136
2. ATFEXE] QT BIFIQ] BLA| roreseseunssssunsssusssosssssssssorassssssusasissssssssssssssssssssssasss 138
O EEE
A1A glolg AA - @ . B2 T FA| A HOF e 147
1. 22dole 2O 2 88 95t FA| A HIOE ceririsssissisesissinsssusssins 147
2. 7IQ1HE BT P B8] ZHE SIgh A A Qb 154
A2A ATFELAIAFY THE JJAIZRA HEQE sttt 160
1. i\_n]-EE/\]lﬁ 7H/‘(j1:§-?l- ....................................................................................... 160
2. 7IAEA] ALTH 1A FPAEFOE st 178

@ 2 E /181 |



CONTENTS

%Zr Rk FA-AINAAT(T) korea legislation research institute

A2 Hio| ;A 0fF0F

@ A 2/ 195

7\1]114 oq;._oq rﬂ_gk] g_l 3;91 .................................................................................... 195
7\1]21-1 01.:?._4 I:H_A al H ‘ﬂ ........................................................................................ 199
C05) selospt/ a0
3 S OO0 201
7\1]21-1 ]:]]-019_9401:11_4 7HLﬂ Er/l g_l %_Lﬁ_ ................................................................ 206

1. HFO]QOJOFIO] T cueueueueuruststttitietstststittititi ittt 206

2. HFO]Q OJORILO] A eieueteteieutueitntttt st sttt e 207

3. HFO]QOJORIEO] HLEE woneitititttntstst sttt ettt 209
A3 H}0] QOJOFE G TLIPEEO] HA weverurersmsnrsssssssssissississss it 210

1. H}o]ggg}% 7HHE"I-9;| o_dlj\]. .................................................................................. 210

2. H}o] 9 OJokE LA O A Q] FATFTFO] THA] weveeerersursrusesususustnsinisitisisisinsinins 213
7\1]4;24 H}o]ggokﬂ _H.xllﬂy\ﬂg] ﬁqio]. \;l_l T,El__y\ﬂ;éll ....................................................... 217

1. "T._ﬂ-f)‘glg/b]- H‘l.o] _40]:1_‘- ] .............................................................................. 217

2. 23] AT HTHFO| QOJOFEHIOF LA ettt 219
© EErEE———
S I OO0 233
A2A QAL ZO] TP - BEA Hl B et 237

1. AJRYOITLL] FJLT -ereeveneerrusesesnsnetotiniitititittit ittt 237

2. ZH/\(HPJE_QJ %/%1 ................................................................................................. 240

L L ) L TN 241



CONTENTS

korea legislation research institute

A3 AR ATIPEFO] HIF cerrerreerererssitisiieitisi s 241
74]4124 xHAg ngﬂ _TVT,_]-'@- 7_]-;4.94 _H_y\ﬂ}gx-" ................................................................... 244
1. u] S et 244
2. OB OIB ettt s 252
3. QL 258
A5A QAT FAIHAL] TFF D BA A coeeeerereersneen 266
1. TYHAL ZPRBOIT A ceeveeeuerereresesmsesusssusisneutisitiittstst sttt 266
2. 298] Al AT THE] HOF FLAD oot 268
i) At s
AT T Th oo 275
A2A AEFFOZO] T T EA covrrsnississsisisississississisissssssssssiaess 2777
TR L2 o) o ) R 277
2. 7NHBIO T} AT O] T O] ZFO] weerererersssssssssrssinsiatstsiisiisiststststtsst s 279
R L o) L) L R 281
4, NESIO)R R F|T T TQ] et 282
7\."37‘4?-1 7H§§J.g|§ ﬂ__ruﬂl:é_]-g Eﬂ;;:ﬂ ............................................................................ 284
1. QFEG AT B ceveerrrusrssesstiesists st 284
2. QEIATE ettt 285
A47A FEstolmo]] THGF ZFLO] FA A coveeerrerrsersersssrserisinsiiisissitsii s 286
L 7 T oot 286
0. T S et s 287
3, ORGIGE corversrsrssmisiintisi e 295
4, Q0 B s 301
A54 MA3to)E FAAAL] @I T EAE e 305
1. DEHAF AHEGFOZO] JLA| eversrersrsssessssssrssissssinsssnssssssisssusssssssisssissssssssins 305

2. g—ﬂ 7_-]]%_ 7Hl:£§j.94i 3":]_-% lﬂ?l- Tli_/g' ............................................................... 309



CONTENTS

korea legislation research institute







korea
legislation
research
institute

M1 A HE - B X OSH

M273 ATEAE g

H3S =4S ATEAE 38 2 A SF4 S
M43 ADEAE BMFT 3 REOE AR THM g2t
Mos & 2







AH1E Aol HyF

A4zt stdd o] Mizte] FE-g growAl, 7 g15o] st 55k 9

e
EAEole}. o]Zo] A4zt AJE o] Glof HATe BE ATTo] A At wA

N,
i
2
rlr
H_I
>,
o
r <]
re
ri,
Mo
=2
19
e
oZ,
e
r (]

|m
ox,
offt
o
olr
o
H

= ofato] EH o A
S 48t 0|2 olasl] SIsk Welw WS EEHer] IHCE ST 1 7 o

SPFAIAA 2A= Hal 715 st tieet mAFERS ks s tird

o,
2
)
i)
ol
o
ox,
o,
R
ol
ol
1,
rlr
rel
o
o
éll
)«
ol
ol
N
(e
%
l‘ﬂ
>,
il
=
e,
l‘ﬂ
ku
=
=
ol
el
S
o,
offt
>,
3L

1) AJZAE = EAI9 SAEEAIE shEstal SEEAT TS 2oHA]717] fIF et SfURA EAIE - A
A - AR Lol MEA diFd EoR 2Rt ES HF RS Shte] 7714 FeAz B
of thefRt EASF ST AL £ o - AR - 84 - A 52 Zeehe I A
Aol FEL 7 e WA B Ao & & Sl o7 AT IHE FA=E IR 5419
HAAT} o Z|9F 2R 0] Adof, g Rste] g, 23 AHo] dof, AEE 3l & 5ol Fasi di2 A
oA oFZe|Aet goj7t ARG o F FHIAH AL Naito T2 ©IF TAXI TAIZ W) A&stL
A dolM= AFAERE Gol7t Er s ARERA ol BHFFAEAR Wsto] ARgStal et ¢-2uzte]
AME 20079 77|%= 7P CFATE AHEAZAAYS S B AFE A AR We2 (Ah=eE s
=op71&ele], To|ZAE|(Eco-City) 2 JHE R AR A8 9 - ARG THLE -, 20074 H=E

[¢]

L

oL

x
rr ©



34 || sk FASAAATT)

o] Has}, Weld A BRE Sl PEEAF AAEYOR] D ol A - Ao
gHEe] Fnle] AT LS Bol B2 AN F2 st wa R
ZRISe] Seiea) WA 24S £ SHRRA] o277 thefet mAE) A

=
7A7k0) Ajote s utsled] 34 £ glow,
T

=
L =
i_4
o,
2
S
S
r
H1
>
-
EX

o1 98] TAEAL ALY

=~

=L
=
by
R
ins
gl
ol
=
%9,
©
X
rlr
N
N

Yol Aot} ARENNS

= ot AL Fgst A& FaA skl gt 53
ojefet 2 AREAIE A HEH FEEI Q=] D22 ANEAETE EAE

2) 4= ZA(FO]: Compact Cityyr= A1) Sits Aot A4, A%, A9 5 EAEQ] ZA V558 7H4
714A7HA WRE 714} iAo R =2 F7 Ukt EXO] 23] o]8-2 fkote EA] AlE Jfgoltt.
5, A7 A Eo 2 1lE TS Foto] 38X 38 WE AlRE =Yt siAE B 2r]e AA
E71E AL oyA] £HE E9 £2 S AT 4 LS ) 1973 22| @218 EnpA AFEZL
4= ZA](Compact City)2hs 801E A5 AHSoH, & Fafats AHY9] G822 AHS-S Hoe o4& Ql
Aoz o] LA Al dF2 71Ach & HH= 2013 RE Q1 A Aol tiu|gt TA] mEl]l <Fu
E AJE|(Compact city, U5 ZEAIYE TAIAIZ17] Aol AlA| 5 28 APE st 9lon, d2 FHWEAE Y tf
A AR 2E27)8 A (Roppongi Hill)E & 4= Ut $Eyate AFEZAI] 77AR QIR A4
weA} A BAm0R gEnEy AT AIAS D2 gEE AV} dEsD . 2295
AR A F T, <A B O] Compact City AAEFH I, 2015.6 ; ALAA tito R AGH S=EAT 7]
Ab ZFZ. https://www.sisain.co.kr/?mod=news&act=articleView&idxno=31020 (2018.10.3.FFH&)

3) PAEA At} ofu] A £ 2 gt Qs Zlo] o, AeiAsl FESe] A
2 QI &4 Folal S SN el A& ol 5O Lok TAIE QJU|etTH(WHO, 1989).
FARPALA] AFY2 19899 AL AEEFol|A AXH A3 AlA Abaret &4l shats]ofA] xieiH
“ILE AlS A7Fsial obHgh 4 R 5t gElE Rtk Al 71xs5lal glon, F4 0|23 E2
2| HAt5) o] ol QI dEe AslelEd At WHOZE Aolshe SHAmAlR Q17he B8l Qe SHRs)
(F3, AR, 2814, AAA, Axd 5ok skl 2 OF, 24 5y ER5] Qo) AR
S (injury) T EIES oot P AgebdS 240t d =1 A4 4 A flol sk
AR GA, 219, LA, TAAY 58 E3Th &, WHOS] SFAEAAMYE thafet Q1914 - 414 1@ gl
S 2HE QIZF] & (injury)d} BHES Aot 2HS F=H 540 St 20189 5€ 7|5 vt
oA 187 A e AHARR]7E FARPHEEA] QIF5-& Wk, 20024 7|k =¢o] =y Hz=2 AT
WXL, FAA R FAAZE AEo R 135S Wokth &3 5o 19 AZAIPE BHAR 152 T, 71
Z| 2ol = 5 A5 AFAE ISHAR FAPALA] QI5-S okt A, <ol tigh Ml F3Ft A-&A]9
TAQPA AR, AlAIRE TA] 75, 2015. 5;  https:/news.joins.com/article/22620611 TFA] SFAQFHIEA] ol
Z 7)AF ZZ (2018.10.3. 3 FHHR)




A 2stexezor |35

olo} 7 =A BT 2A 7)5E ke ANEAEE A7) EABTY
T A5 O A2 WHE 7ok 202 old] Aok WAEE @0 52
Holut Mz EARA sejthels e 4 =5 Hekefojof gitt. &, A4z} A
Spoll ] F2E|T Gk AREA/ET B0 § - BYY| EHS AR §714H02 o
AW Ao HeE 4 Qe ALl WA Al Qe FEEs st

= L [¢)
i
_ T; Anemy Le
- A BYUE 24 (A5 Nt
) :\‘gﬁ“ ‘ ()] st 0
Algl "z MelA 78 = [ weawe
#7128 28 (D G

i W‘ g 8
il HlA x|

a)
\ A wsny . AMDZJgt A0l
) gam Pl

loT - &|H[ol &

(2] vewsug
clolg 78 ZARYA ) spaunen

R i)
i)

R ) e,
Al ol = AR
O|EEI_ T | |_—EI' ..w OM-
T 3ZHYE el=a}

> MH|A ABoM ZAIZH oiZot Aol H HIE

S5t MulA PRI § - 28 WY
- DS - ofuix| - #Y - MB/EA -
OHE/UE - AH - T 5

X
o
Cigh Zofe| MH|A HS

FH) FETEY, AN 9 oY ES AT AvtEAE 2P, BN, B

AR S AR, 2018.1.29. P.29



36 || agmior FAMAAEEHD)

A4 FYI AN FEHT G AMEZ0sh RS A5 Sle) A,
NPHEE, 47 50| FrlelA ATEAEIS BAT ASIEZ Age] A M)
£ SQloto] AT ] el 7120l ek S AetEAE sfefredst A4zt
AgEGe] AAHOE thestn B 4 FUOE B8] SIoh ArtENEE F7}

o
7] AP ot FAIRAEH 0 7 thea} 7o HhHe

Hog sl wipA] - AEAA AR S ZAsto] m7k

£ 9
TR A% - A FEO) B n}aﬂ stof FARAE ekt st et 5

o o2 715 Ak, ‘Fsfsirh o] ofuE Zh= T8 20f kybenan oA 1 7€ 2& ¢ Q)
. 74H1Ldi% dutr oz FFoEA HAol ofFofe T FH o] MNPz FH EYS, 350
2, v 99 5 oot FHiz 22 4 Ak 5] ZAPNE 9 AntEAE SHNE ST
A, 7719 70 AP} 22 o] Fof2| A Qlrk. AREAEE GE2 0= F531] AHE 35F
el A AL, Wx]E F49 7l AHdL, seiES 9
et e, A “/\“}Eﬂﬂ 7Hd2of F4 2 %"“—1‘%*6& °f

O, WHI,

j,Q,
_,rio_lﬁo

=i} 74131L—]/\E iol;ﬂ og 7
et A4 %E—“—E‘I‘Q} ]EHﬂiJ}o_}l?—g
ZA o SHEH =SS =E2] Vol. 17 No. 5, $HEHI=8Hs] 2017.5, P.432
5) AM=H~ (sandbox) = HI=9 7} J3 FEA o7t A= As HA5H] flof vhE ReflsolA 7
I, IT golollis B g9l Z2a3E 87 A0 R S aRlef oaf gkl nlA=
WAk Het Bdg Agsta glrt 201435 H F=tolA We| I (FinTechy2/42E fla A2 A4 A
2(Regulatory Sandbox)i= Zt=9] E40f WA M=ol 28E 1 Qlth. & F0] U2 Society 5.0(H4
qum)-J "}S’J”Z THOE A MEHA AL E ZQlsta Q11 AZIEE, offrH], 87, o, Wilo] ]OT
g 52 WE| 3] 2HE Fol ol& FAISH Qir}. A= AFAMER AL v2YA Ao amlr]&] A
3Z9] X‘*(EEHE)’% WHEL TL Qo] AR ofelrjouf Hl2Y A BHE O FRAAS ARlst] QIR tf-8 Ao
2A 71sS St FoS, “A MEEFA(Regulatory Sandbox) 4 5F E A, MEdF} ol4r, A33E,
sk & X" A9, 2017.7.19., PP.4~6

l

[y
r> 1Z o 39

$
o]




Ae 2sExezor || 37

[23] A - HEHY SHHE Z2H2

[ EE 3~4F & | [ E2 €Y ] [ EE ol ]
E23) E23| =

L R * 0fol4 H0]Y - AR HEE Ty L

e H o4 39 * g ZyER 0 * 718 MR Hol
TA2{E0[E], - SZHOHYE o\ 7
B/ EE &NT Y TEE(2DY) Ui) 48) - Oj@/ZE/¥7t 5

‘2/emell A )y * Aot 2ot 2ty - HT EY BRI HE
- ol% HA
-EZ TWHY 2

E4) A G Ys], FAAEEA SIAE, (2018. 6.12)

|9} TASto] WAE SR FHISo] A4t AASYe] e SrA BoEL
74 GRS 255} S wgste] BA - ASle] FAH Wale] thed WA= B
o] ZAES £, A58 54 D A4 - AtS] sl thgste] A7k UYL A
She WA AT 7160 OHES HASP] AT e 22 HPL AT WAEA
AYS Faska 9t

A= stEdlolA Q] ez 712 Hiit AEA] ARt fHgH U-City 14
oA Z1GAI7A7RA] B A-8otal, 2t e S= Eddle TANERA 24 B

Qth. E5t FALEE 5 S22 Hast AntEs]

w
e
4

A7l et A2 H=

Zo| mAEHEo B o] B4 et

nkEAE O] QoA
Ae] Bt o] X

HJE b\o
_O|L

L
Y

>

|

m

:L,i



38 || wwgrer FAMAERD)

oot T2 Tl Zut AntEAIE] glof AAA =z Halh AN

Zololl ) A ] Tloke Blold 44 - 28 - 9o Bg TAS AshAu gt
5 9% 1 A A0S Ao 7401 g st E5F Glolg o]ojo] LA
2 patste] AnkEAE Zo] Glo] Aolrt B 4 Qe FAS BEdte] AL
"as gk

AH2E A H T

o] ATE = 370 1A|(20179~20199)2 7]85 “AAEof FA|HA A GT6)
O A2t A A=A, Al4xF ARG Ale] A48 B9 Abgol| sidste ARFEA
HoFE o] e itk = Az Wi dpAQl “AldA-Eof FAHANAA
T 17 Al “AntEAJERop et A2 «“Hfo] Q PAAojop R LHro] A Eo] gl
om, «AJAEOF FAHAANNATL(2017-2019)0] HAAPE AL Hob= t}-80] 7o} 7t}

v}

[EAHE A ZOf]

o A7 gof

AI(QIBAS), 7HFEA(VR), ToT(AFERIEY), ~

1dzt ICT -gE3r2of utEz|7] - ozl E717], 5G olEFAl, 2853y
A2t 5
6) AAFE FAHANAATE & 371E(20179-20199) AF=2 7|8 =3ict o] A= A4zt Ades Al
Al

wof
o] A% 5 Aol sigste O ICTE 530k @ AUHEAJE - vfo|e A7 ofiof, @ Al4A - H45, 4l
oA Zors @79 Wder et



A 2sExezor || 39

o | Mo
= | ™
oo or
w| | Bw
W_ [
A || e
o e =
= il iy
e
= | <
Ao |
4| = | T
N & =
a (= o | X
3 Al 4
Tla |9 |
Bl K| |7 | ®E
8|3
o] s\l
=T X
3 Iy
o || <
I T
ik
= il
Wl | wmu -
ol S
I [ | 4
= | =
—_ = ~
~ _wm_ _wy
g4 N o

7l =

|

Aok AntEAES JRE

E

L 2o}

at

o] A7 M7} Ao

fol A

S

- Z82 Sl Tl

s
—

- Q

i dlolg o] A

o
T
)
__i

Tk

e}
td

A 7] =AEZE

e F2pef| s

olge] A7t AEAIE S EAIEHECRA ] V]

boict. o, <1 glel

]

CERE

H
=i

fach vret 2ol A+

3t

£ 74

wopt dEAA

]

=K
oyl

FAT

__O.._
50

o]

whEAE7} of

5%
b
o
KH
N

al

AN AL

eaek

717 AEWELeR ©

=
Qo)

10

~H

H
o

3} o 34 9]

s(;lz

s

7

x

=z
T

o

EAE] o

fof 2o

5

wddel 71z

1ot

=

]

[e}



of FAHAIZNA A7)

=}
i

a0 || a9z

of 2708 AntEAE o

1A & A

9|

= kel

o]
N

Astn

i

3|
S|

St Al

Aol of

E

b 2ol

2EZ 5

al

3t

F

bk e S et A

Yo s

S
-

3}

- A2 AN

Ty a7

=10
I

1 A}

A
v



ADLEA|E] 7

AH1E AOPEAE|S] O & HYF

A AAZ ez mAkEe] F7tof whet vhefet Al 2AZE 2AskL /leH, o]F ¢
2s7] 91t AE7bset EAEAS] Eado] SiHAL Itk ol2fjt 5F &olA 22
71E EAEES Az dEuder Sk Qs Ao] AntEA[EoL: AlA ol
=7HIA A&7s et EAIRA S oF W o AnEAIEE AHstE olf= 24 =7t
A FHSIAL e AT A Adolsh, HiAld ez JA s T Fd=
s SUHAIA ZARAE 12 Sk fla, EoF AE7Fset RAIE 7Sk ] of @A
H37] diZoln. ol2fgt @A 7]E <l
Technology)g H5¢t A7) E&ide =tie} ofof dA FHstal e A ZAIE
siastal, wolrt =AY AePE Edll =7t B S EolaAt she dl AUEAH

7 e giera S,

7) UNOllA wijd @7tsk= A|A EA|S) M9l(World Urbanization Prospects)’ 2018 o] w2, A AAZ o2
TE AGQET TA] Ao AFH= 17 o gow 20180l A AE7F A AA /1] 55 %E AR5t
I ek 98] A Qe T 19500l AlA] Q1] 30% FErF TAlo] AFE Ao uhsl, 20501 el AlA
A79] 68%7F Aol AFsHAl B ACE Wirkia Qirk ofofl Haf, Al Q179 A Al 1T St
TA A AT 1&gl 7191sk=H], o] T @4l w2t 2050971A] AlA] AT Q1= 259 Fol sofd
AOE g, oleldt 9179 Z7h= obAlol B ofmelsk Aol AA| F7be] 0%t WA RO ik
I I}, World Urbanization Prospects : The 2018 Revision [key facts], Economic & Social Affairs, United
Nations,2018, P.1, https://population.un.org/wup/Publications/Files/WUP2018-KeyFacts.pdf(2018.10.12.%]F )

8) =el7]& 7|2 7FA(KISTEP), “AIAl A=d AutEATE AF7EARY, 2018.1, P.57



a2 || wyger #ARAANGTD)

ojet HAsiA A= EAlS0l &

A
e BAZA AL Age] TR AU FIY BE EL AG F7HEA

=>é
N
rg
_O|L
kl
0,
N,
°
ol
rlo
ool
o
)
p
ot
pory
lo
l
Q.

i)

lo

ol [
%
47
_O,L

rr
Y
s
A,l
gu
R}
-
2
ofl
rg
J;
fg
N
ol
rE
ol
=
R
olo
oL
o
B>
=
rif
oft
ub)
oY
o
)

Qo] T3 Qs A Rolk ek 2, o5 IAEL FEF wAATY St
A9 thgsh Robl s9 Awe WEshl 51, 40l g FA) st} f7n}
77} FHsaslo] wAIS] Arbse] SRR S7IReIA 12 EAQEe

4, A HZUAS EFE A BAS, WYY TRV FHA, oA Ao 52
AnkEAE #719] F9 942 Bt ek Zolthy

olo} o] AutEX|Elo] thaf AT AFT] BHL 2t b} Gk e A
Folt Aol et Aolsl sht, 25 A ARFAVIES AFHO2 B
U #85te] £ALGe] BEAE Boln, EARAE ATH0R saste] 4] WL

GAAILA e Aol 2L T SR SHEk )

—L
o v 229 5 312»}, ARBAA &S TAT Agokna ok WS

9) FHT5H7|%71 8 H7FAKISTEP), %] LA, P.58
10) S=}5}t7]14:7) €57 A(KISTEP), 2o KX, P.58



Arg zopexezer |43

AH2E AOrEAE[S] 718
1. ADIEAE|S] 39|

AOtEAIE ]| digt A ol= 2Z7HA] thefsHAl ArE o] Sitt. o2 AHFEAE7} of
A AR AL B ARk e Selo] el AT 4 L AEE @
st slol 9 971 ROl olg} BN ATHEAE Hof HEF YFHFY
(FGI: Focus Group Interview)= AAIgh A3} ARfEAJE]of thet Q142 HE7HE Aol
AL 7ol whet 2ol Holal Ql=tl, AloA T sH= QIZke] Aol digt A
Sidst] ffet etomA QXS Aol e HHH, EAIA 4= F9lsks Q1te]
g o U BFor offo|F7] 9I7t shute] o= Fdste] 42 SHofA
A71ES Edsto] =AE WA AdshaE Zlo] oiyzhs W= k. o2 2nt
EAE] ¢toflA] Aoprtal 9l AlflEoe] UCity B AUtEAIE] AA| Q451 Qe AL
714 CCTVE HIERE HeE, WA 5ol AuA] ehdth. AlRlE2 AntEAJEO] dis] AntE

AEIZF AlEohes QR - @2 0] AR|AgRt QIASHH U-Cityeh AUFEAE 242

o] el sl g=ts] €A Rstal I Aol A LA Kk JoR YERRTHID

o

A}

JF BB GRZANE e 2B UcityZ} 7P & E0/4] ArFEA]
El7} g7p 2} 8 mf gl 80-90%7F Z5F CCTV 21 J2ZF5H418. 80~90%
I} U-city, 2B HEL AOFERIE] E5E 7]aEH 75 CCTV itk &
ZISHAR. B oL W) 28 o2k {A] YISIAE A Ll (FEp

0189 39 rAntEL A 24 2 AFf7

-

olo} ZE A SollA 2
A15309),0] AR = ARl AnkEAElo] Tja] Tl ol%

11) 20189 % 414 O_E b AAEA Ao AL -ATTEAE Hol d7o} FEsle] 2018.10.5. Tl AR
g2 AAT JHASHHFEGHNAS oad



a4 || wgmeer FARAMIHD

HEIZIEICT)E o183 78 EX9] F87158 HEHIS o 2Hh Bt mAD,
“©lF| 7] 7Y 7| 0] A(tele-communication)= gt 7]HHA] o] Q17ko] AATA Y A 14
TA7HA] AAHO] e EAR FeoR Astal ot Bl oheAor ANtEAE
T EARA, 1, B2 T oot BA] T2l M ICT lzekE kA Y g Hx
@ ZAP, ICT 7leS E8ste] kA9 FAE Be aaide Alalske

FaiA et ek

—

H1
=
oln
oln
o
fru
_V‘L 0.9.,

AHFEAJE]O]| Tt o] Z-g theket siAat 7id-2 Aot go] HEAoR 11 JfEe
& AolE]7] A7A] AelA o' AutERE -§oi7t F-8E o] & Z} o, AEolu
AT A] Ate] 9lo] ZA - A 7W2] o] Z(Catch phrase)= LA E F7H]
Mz dETd o] Mdo=A ARE A 917] diZoltt. o] A AntEAE S| tisf 1
ofuof g5tz 2t UL, B S| wrAgt g o= ofsH L qltt. %
o] 2] ¢ AntEAIE o] o|e}t AR ZE Q] E-City, U-City®h 8015 A85
of gtom, 7T ik U-CityE A4 - AlgA oz F40sto] a1, "HH[HH A
TAO] A4 Sofl et HE & AAo® -85t gd Zof| AREAEE o]sfish=

gl ofzfeol AU

>
N
)
2
o,

olo} e @A} SolA] EAAE Zo] N ATEAES ofH7 of
7h F23, ole] el ARHEAEE Selh @A) GHsa ol BAISIA el
Mg A9, 2 AREA|ST R BT AU QY Aol 2857 918
A8 wAFeet Ak efrste 719 U-Citys 4

o 28+ & A=t FHOINHT, AEAIEE ol 7|ike & 2424 ARl 75

e
o]
<k
2
o
s
ot
Y
r o
N
=

12) HEE, HAmE o] HeAR] EY& B AMEAE Y AERS A A7y, FRIZRN2ESY] =
24 11(12), 201112, P.947

13) 20tEAE 2] olof djs] YAH HIE HolA] il gl A= A3t o], ICTe}F 22 dr]se
A8, AlRlgoiel 22 AMdA o, 87 8l FEAHIA Alga} B2 EAIZA| SR, nlAdE
g 27154 o So] Wt charet Ao} EAj) W - 55, TATHEAIE]] gholo] oigt A ofdl,,
SR AFS] ATH 12(FE 59%), F=EFe A 90l 2017.3; PP.141~142, - - o, TATIE EAY
do] wiste} v, A ANt A7 E A4S, FHA AL, 2015.11,, P48~49



Arg zoexezer || 45

gomx wARe] AP B AHAS Ageks wAR st Es ArtEAEE
7129] U-City7h wAIRIO] A2t sl Bagh et Auas sjg wAlo st

ASSHHTH, APEAIE A9 EAIS AAIRY HEo} MH|AE AlFHo e 4T o

olefat THoIA AntEAlEle] Yl 1 olnlE “wAle] At sol Ao ke
Slstel AREAVIET § - BFste] AR EAZNALS B R TR A
25 ABSH AT SAPE BORORA A ke oska $2]9] At
EAEE Bl ATk viS Hetepl skt of WEA AN St AFee 2

UFEAE O] FF FaEef ol flot AW, YA S =EFE 4 Sl

UFEAE 7iE oA T

2 WA o R EARAE siEshk=
1

o
2
rr
)
1p
N
o
r
H1
>
)
-
N
I
N
o
L
H1
>
ik
)
lo
[>

14) 355, O] =& P.948

15) A0FEATE] =9]9] ) o] " A= Al(compact city), A|&7F58 A (sustainable city), 78 %=A(eco city), =
AL X (green city), AEHA EA](low carbon city) & TF¥RE 0] 502 27 E ouz] ZpollA] 2|&7157E LA
2ol et =o7h AASE S0 APE|ofgict. s YREAV|ES T45 G874 TAIEAISEA
AIZHE ARFEAJE] =97} < AntErEkE golzt iR dukdat SgA] YR 7)&e| eEo]2 &gt
TA] B =98 Skl Qe S oAl Qinh AHE] #E A A|&7bs e mA9] A S ARFEAE =
g7t F5ot Gl T oh2 olf o] 24l AntE A (smart growth) =0]°] G let. AUFEAZ (smart
growth) =90 oA AAFar w5y} gESFE FA0 wo/fdE EAEE FEE 128 (urban
sprawl)o]l Tl EE AP S4A TAfE =o]2 9ot el =07} glojgkoLt o] GA] 2T ARTEAJE]
olg ZFEL Aol SHME A8 At TATE A4 24 /o] dEE e FHEA (eco
city)th ARFEAA T} H] 25 =0]Q] 9FE T A (compact city)”t @A ARFEAE] =08 4EE= AJES Holth
IR . 355, 9] =87, PP.141~142



46 || wyger #ARAART(D)

=AE AR 4o A Folnh. 2ntEAEE EAY]EO] aadS SHiekste] AT
=7 weletat FAA - Al HlEe AP, 1E, S 5 AF T ol

9 o —
HE 4 - 24 - 2800 2ntEANAE AlFstal, S3HE e ol BAA

Ae] FEg AQgorA Amel s AL AT 5w 543 ke

At st ik i
A4, 19, 714 58 slelel 12412 4 ik W) A Eguo] ek shAlh!)

ol9} TS HEBEES S5t TAYHORA ANHERAM|AS Agrhs Zoltt
o7|H ARFEEAMHIAT WA - WE - BA - 3 A 5 BA0] 72 7158 AR

135
A& JRENNES § - %@6& 71 Xél%%ﬁﬂ%% F@%
=

oA AntEAE ] dieh HEA et ol ZgH = F8 AFdE AHES

ok, 20t o2k ol Selsh @SRt ok AntEAIEE PAHOE ofshsti st
SPlel tha FE5 Zo] Glek. ATEAEZE EARA ARS] 4ol A G 9]

o JEEWed AVes & - BYY 7les o8k EA0lL, olZlS

|

16) FAAEIAZTY, “SMART CITY by SMART CITIZEN-AIIH AQFE AutEAES] ZATAR, 2018,
PP34-35
17) S=AEIRISY, oF9] B4, PP.32~33



Ay zopedeRer |47

7R A 7P5e EAo] Sstti, 37 9] EAE AntEAE

102 o4

oF 22 A 429 OJulg TRl AL, 2 AlEle] ol g ol a4
A 27, et AuAo) GRekE TEsks wAgolet S,
olzlgh EABTS A Slat S=A0RA FHENIES ol - BEATIT 5}7)
t}. o)zlo] ARtEAE Aol el Qi ojnlet st %, AntEA|E e oj4

ojgfe old= Aol oMl EFHe] EetEol kil STt

18) oAl 2000 ) S0l AlA 2|1 0] HRFA uept HAog Sfed] weh UCitys 2442
E %&6 Ack = eyt 10T 71eat 14 71edo] AAIA ol Edela 9lgl7] dael of2igh 2R
e HEto g 2000L%r41 ZHF o] HE AlA HEE =A] HRES qiio g JRFA7IE(ICT)E H5ohe U-City
& 2AH 07 F5tgrh 3 ICT 71%9] 82 ARtEAE ARglo] obd U-City AFdolA oln] 24X o= 5
2= it %504%1 “Smart City A7 745+5 18 et a5, F7HA54 49193, 2016.12, P.11

19) 2HEE AJE[] oo sl ITUEAIR71 849 E “FA] 7159 B84 2 24 1eu 40 4E

A7l ofet S5 ICTE 86k A4 EAZ E3H4, AA1A, AH5]4, 24 SHe iE%OFW a7
o} mlg] Adie] QF AFFE EEAAFE= TAERL 7‘*40]-57_ Qlt}h ITU (2015), "Focus Group on Smart
Sustainable Cities;, October 2015.
https://www.itu.int/en/ITU-T/focusgroups/ssc/Pages/default.aspx (2018.11.11. %5 +)
% UNCTAD(2016)+= ICTS} 10T 22 22|14 lmef 1484 oo AuEAE L] 845 “ANfENF
(Smart Mobility), 2PFE. Z4A|(Smart Economy), 20HE A2 (Smart Living), 2PFE. AHA A (Smart Governance),
A0tE 1]E(Smart People), 2PHE. 27 (Smart Environment) 5 H=2]4 74847k Z8sl= do 2 g
sl Qltk. UNCTAD, (Tssues Paper On Smart Cities and Infrastructure,, 11-13 January 2016, P.11

https://unctad.org/meetings/en/SessionalDocuments/CSTD 2015 _Issuespaper Themel SmartCitiesandInfra_en.pdf
(2018.11.11. 35+



48 || wggior FATAIIITID)

st gick

18 £ A 223

LOFEAIEE 7]2Ao® SWAOIARE ZA] | EAPREARYANZAAD At

LA ol
e

jin*s
ol

@ IcT Qzet G- 24 B A A7 9 ICT 4+

n

52 GIS FoA &
ul7b Z5 QIS A

-lo\! 0]

- ALAE, 3D A&, GPS 5 9] =4 Q=

o
® FUAE Qe |- FAE o]8A} AltellA AHEZ WSt
2}, 15914, Geotagging

- EA Y 2 Qlmare} AR AlA7EEe
2 YEY3] 97 wE, |z, K 5 &
—T = o o -
o JulEAE AA A R g 2 A | o o TEs TV
H 2-1

e st B4 94 APy Ba

F2 ofu|o] AufEAE EAE
Aol AR T4 U @

O TR e g cneny dese 2E4 0w

49 T
- AA 28 Fee F4 2 AR A5A | 3 E RIREY) oRefet
v~ N AS A 5%
©® ATz & s |- dolHe Az B4 5 BeSE Fa | w4 gue Ay
- 9 Living Lab GollA theket AHANA | T
AN g0l FoRt #2

- EARA L SIF ololtlo] W Aulx | ARle] Fmetn X
7} Rsd 87 24 2 Ag

gl

@ =A 9

™,




Ay zopexeRer || 49

A

~d

_Z_l

2-1> o1&

T
ar

wjr

, 2016.12. P.18 <

=
=

o) X187 7

o

g o YEIL

2

7
!

=

1

s
)

sf<

SERERERE

EEE

j[d|

9], ‘P AHFEAE

o

A) ol

=

|
%
=
e
ol
KA
;ﬁ

_z__v

70

Ztog 7
o] 222 Af
Atk =

=
=
3]

oA el

HE

Tor

ol
S

N
Ho

7|&2] A
H, AOFETATY AR

ol
0@

=
L

shte] 471

wA7} 5

|

—

=
=

FEAE

An

2 o]

5]
5]

2
T

25| 7]

s
o]

4

%
il

st

or
-

A

=

.5
orojof| A o 4

ah

[

of w2 H AntE LA]7]HHA]

Lo
T2t ARFEATE 2] A oot

A3

i

HE A

7

5]

ol

=
o

ol
=~

g

=]

I mAlSEe] 224 840t o

9|

_CH



50 || el FAMAAEEHD)

Smart City goals

Economic development Sustalnablllty Higher quality of life

22

A = i als - e
=1 il K& - ~
Citizen and Predictability Cost New products Competitive Vvalue
stakeholder avoidance and services advantage
engagement generation
1 1 £ t + n
Opendataand Manage Increase Bettercitizen Innovation Business
transparency risk productivity service imperatives
e [ d2 & e
Big data and Mobility Social Cloud : technologies

E4) olnls, AREAE JAt - A, EXFHATLY Land & Housing Insight H242, 2016.11,

P26 <19 2> &
2t AR o AR HREA7IES ol gote] Melsly AT ABISich oF
b R 8L, Bo], 5%, o) 5 5 Y Dol FHENE 4R Ao
T, e AW 8Fo] Fekn BEH Aulx AFH W AF7H s &

MoUE EAEAZ sdstndt st wat 71 e ope] AT AEAg Alget,
IEEREPEE R TR gt} olzlo] AntEAE]
oA 7 %‘—iﬂﬂ Zdiske Zolet & 4 912111, rantEEA 24 9 A B

ol st

H

il
N
rl
1o

ox
oZi
o
Y
R
ng
ol
&
_,d

oo R ANtEAE L] Aojof| YEH Qi oulE AH RN AntEAEE=
SAIES o 87t AHERN EA] B EAIE AUPESH| Sk Ao ® Si4shs
A Fef o] A ZRE ofsiSt= Ao E¥sitt, 2ntEAE Q] YHelE EAEZE
el ol ATt 71e ZAstE B4 ALY Vel tet HeEd EAet 29
H& AARKL oAl st

o,
HE

m
rlo

.,_.
ol

ol

JQ



cCcTv 2 ITS

ik

=

Ay zopeqeRer |51

35, A7V

o

27 UCitys FAHLR A)27] AwLA,

L
—

(1) 27EAH @
FEAlE

An

3. ANEAE T 3

e I SO O Y
C oy B o ZE T
Hx X wd¥emg s 84U
A - = N T m_
T
- LS EE SR &PT
—~ [anxy N A —
o~ T W X =
e o= 2K F &M
TP @it T ENR T
T o o m o of (e - B
i WO o= B e H S
T B — O N ® 8 ofu X
oF X X v T ~- A
R 11| e S ] e o - N No
XooA— Boq ol 20 N m
QB KL A o o
< Kl R < N s
W B O Al - g W
PR e A m ™ % K om0 o= ~
ool m N T M oA o TS
= o <k oW oo g % UK &g
£y [ X HA_' [ary —
T ooy M B R g K B o5 o
Bl g oo M RO
O o B O w o= & o oS =
" 0 % o7 T M o & ol o
- B G ) "o Ko B
x° AU 1] I E =t ol
~3 ol o e S oo
I I~ oo = s T
o_m__ ®o T N <] m oo
o w oo MT B xR
T OX M oem OF o W oy XM
BT AW
FEmT e g Coea
T o Moy g X g B
o o] 7 T 5 b w F ormoab
o Tr =0 A = O:.: Hl _er
KU R T S
oA — iy djo o~ R4 = B/ m
SR L T v S
of Now TR g% T o T
X oo m W oK WO W o R

, BE 2bE, 2018.1.29.

1

1 371

=
=

2ntEAE Y

2t&, 2018.1.29. P.2

20) TEWFR, EA|S
21) ZE



52 || vgmeer FAMANEEHD)

[22] ADLEAIE| 7} g

™

® MBEAD)

® JEANDEAN XA 37HE T

05, 23REE, A HU=AGHE) )
~

ANHEANQ) B, 4

A=)

8%, 42,

® ZAIARI R 27HRIT)
ZEHY, 277U

EXESINAW BE

® A B

@ HZ=H()

@ JLMNAE XIRA 47477
SE Bal 5 OTUEA

vy
® AEEAG) I
ol LT B, 012
e =520 I
208, o AZ By |0
oFk, 2m 28 Hg, T,
BB, o g, w
® AT AR 267517
S55%, 8USY, ANFL s

O NEENQ) FF G

® 232 F5EE, 8F
@ TEMNTER KA 324 %]7)
d=5EF, dyd=sgy
EAFESMEL S

~

@ A= =E) Het

® EAGEZ KA 5HXIF)
LELEA|, CHUEE, ORUEEE
EFR7IGEAN, BEHY

Y LA EAE T
O LMHNR ) BFEA 784, B3 Eg~

oI EAMTIANE ) OBEE

2 A H(LIHE] )

=
o

A
AFE A

=|d

~
® A HZA(L)
® A=)

o7
o
=

® AEEAR)
LI HE o
® A=+E0E)
LI, HF o =]
® TEAEI RIRHY 27077
TR, FFEEEY

EUE 2340 BY, AT

E4) FEWFE, AUtEAE Vg 9 2UES, Bx 27, 2018.1.29.

oje} T2 ATFEAE] A UAIYS AFdTZol mHEh U-AEEAIAY, 20HEAE] A2
1, 20tEAE AR, ARtEAE SRHEEE VHSA e R 2R o 9lo,
U-A A AR U-City R&D2F AAIRE ATHEAIS A7kl 200995 2013E714]
A5 e 1571 9] AGAA A oA Al ATt 21 vhe] Ab2 el7|Zke] thAa 2)
ol e Agadol 2571(2009'd~) AFAAGA A FHE R0 H, FEA]FH
AL MEFEEAL T 37190l FAske Aol 3870 AARAIEAN (5270 ARl

H)elA K3 Foll et ERF 201537 SHENE 7IRHSARE 107] A AR



Arg zoeqezer |53

[AR] 20EAE] A I oz
A FE7|H 37|12t 2| REH (AFA | )
U-AIR AR TELTT ’09~'13 157] 2124
ZHTEAE AgH TENFH "09~ 2571 A4
LUEAE A | A=EAFETA 5 01~ 3870 ARHA|(5270 217)
LOPEAIE] SHEHE . ’ ]
S|k AL ZTENEH 15~ 107} 224

7)) FEWFE AntEAE Y @ 2Ad%, R 27, 2018.1.29.

2) & ZAIE 2ntEAE d%

oﬁ,

~nbEAElE gho] AtEAE @ TgelA BEo] AL, A, A7), AE, Bu 5
A=A 02 AW et oleid LAY AnkEAE ARET thel 7|E A7ET)

£ ool 4w e 371 Felo] AntEAEE S5 9SS et 4 gl

A

37 . A AR Al BRI S ARt
Z

o] ofste] ATE TESH S Fsky Qlek. vha, of AL A Qo] B
A1 AR} Wiz 700] el ok gle] shg AAFH E Al Foldh thual A

22) FEIFE, &) 7=, 2018.1.29. Fx
23) et A|A| Ay AutEAE] AG/EARY, SH=Tshr &R 1 2018, P77



54 || wggier FARAAREHD)

= AR AUEAEZF AR AP i TAEA A 2HE F FH=E
qRE Y3 ik oAE AntEAIE ] 27] HARA HBURY EA7|EE

=]
oby mRER G $FOEA FPHL UL Julaich

A WA AEEAE ARstel BEASE EARA 7% At 9l Aol
ol A9] G el ZA AFASH HAr] sherlpet sk of AlMEAl:
o Yelg HolF Ao2A oA BECE YT ANIEAHE 7
Al glo] AR Bste] A Ao TA|0] E4T AAHES 1 ik sick

3) & FU71Y 2utEATEAY %

AUFEAE AL O] S AIAL SI(System Integration) 34, IoeTHA|E2] Fhof7b &b
itk ol ICT714S B8ajo] 48 9 AXeHS Adfe BEHOZ YR PAS
Aestel EABA SlAMoE BeskuA she Hlela] Zurshichas

Ul AFEAEAR O] oSt Sl HEAY] o]FSAIAR] SKT, KT, LG-CNS®

39 7129 B} sl BBl AntEA el BT HY71EL BEoto] AP

EA) 2 A AR D et Slek. E AntEA A %}016 1 %
FET 4 YES ) S
B % QlEs sk AT Past
o chtol 7150] A5 A el Fletel A9 ete] ol 50 7

24) PRAYHFA7IEHS, Axrdely Y geAtel AntEAIE Ea 220t A%, 229} of4, 201812,
P.16

25) ol tisiA= 8414l ool HilA, p229 Fx

i)



A 2stexezor |55

&2 #3708 AT, 20LEAEAI] HoIE 25| SlehE 1o el o
7o) B71949] 2mEAEAY AAAE DetetA

o
T olE AEY & Sle 719k shue] wjte] E 4 9l Aot

o] EAAAA} o] Qo AR - LGARF 58 HIESH 71GL [oT7|&1 HAAA|E
T AME~ RSP [THEe R AntETE|E So] AuAR G827

ol ARFTFY TIAHEAES FAsla girk26)

o
re
IIh
oL
[>
=
|

A3E ADREAE| B B ¥

1. FAREERA Y R MRS 5

3
ry

rankE A 24 9 AGUE ol B WE, (oloh AEAE), S A 20
ouny BAzoz u—agm gk o e rHHAHATA Y o B WE
1

(Ol5} UCity#), 9] A7 2 2182 Ast AoaA ~guFe ek fol7l 2wl

=°] olsliolr] H7] vt =AF ] AZIHAL 9lom, 7IE Hof wad A 1R ol
o] A=A Aefgt -G53l o] 71 AIZ A 9] Al B AbdfellE #-8o] dstt
© =A7E QASIT Rt AntELRA|SF Bedste] =AEE Bl sfefilEe] A, AntER
Al A9, AAA Lol ek 2 271 7} vjH|shH AntERA] Fof ISA =7t A
Hlsfo] QA @Al AntELRA] ¥l HHEA|AF O] 1A - St erob AAA S w2t
ol dAelltt. olell “frHHE 29 folE wHlE0] olashy] HEs “AntETR

wgste, ZV A RReIA e A B Aol A8E 4 QES st AnhE g}
B A9 WA 2AZ nheist 2

A
T 1. O
2 AAAR) HeE F 2 =S HE AEE HAsHHTY)

o

-~

26) SEARFAVEED], 9] HIA, P16
27) A=gu) - BQ1A] - o] - AARE - HEAf - A - Zot, A7|E EAASAR I Akl A7|AT
2, 2018.8, P.150



56 || wgRer FAUANIAHD)

ohet, U-City®H} o2 -8-2 U-Cityd Al2ZoA= “FHIFEHAZAZ ZA] 34

23} so] o] AL lstel HIAHLEATEE Beste] DAH FulAEAEA
78 5L Fote] QA oltlAt SHIAHAAA A A FSHe £AS Uit
et Aelslof girt. iU}EE*lHMW—t— vt EAR EA37] JREN 316
I} AWAe 5 A8t WY 1E - BE W P - oA - 3 - 2ok
) 5 B8l AV RSk SR S AR £AS 908D
#eoltan gk, 2nFERA O] ol ole] 1atA47]4, U, Batel, F7 Fo] Z71H

A= HolA 7|EHT Moy 99, Aol B e & & ok B A
1

o=
SL
[
=)
m
>,
Auj
rE
rlo
[
A,
m
H1
N
o)
)
[

~|
ni
o
o
>,
[
o
o
,
oft
ot
o
b
Ry
ol
rr
=

ot s o o =
A 53 Q). 5, AREEAIAAC] BB L ARt EAAEAS Age] STt
o 27E HNE AELA FFLGAE 5 AUEEAY e - 2o B A4}
AAD 5 =S S 9, AECAAEAS T - ALH0R AZS] Ystol
AntERA] P - SGAA W BRAAT] A - Y 4 YES RS st

ATkA1929] 5).

2. TRHIHEATZAR] HA 3O ot HE,
(1) 2tERE T} U-CityH] 9] A

AOFEATEHO] A E7] A7) A=A o -850l £fd U-CityH¥e| 4B dAE
utotd Farh vt st AA S Sl AntEAE AT} AMd2 U-City 9
AT A 7IHEe ® skal Q7] wiEoldt. ERF AnPEAEH I} U-CityH 7t J&jﬂ%
Yt SRSkl JRI|EwokR FEFe] MEEN,, TR A9 Bl o]go]

[*]

=

B WS, TSI AN, TR, A A, SOl
o Tle] irk



Arg zopeqeRet || 57

o] F TAAS BAT Wi rREAEY,, "RE] AT U o8] P+ UE,
9 rRA RS 7R vo] dgEn], PelAge FEEAAYT A7) 2A, 27
Qs 712A3 o 7}%@ Aol E u}ew EAAE ﬂucltygq

—_

o S99 gt Aolel SAERAANAE

oje} Zro] AntEATEI Y} U-City'H-2 TA B+t Al AA Ttele fAMSS 71
At Ik U-CityH2 AR-SA7]&o] ol b2 54 E 2 (ubiquitous) 7|&-S
TA9] ZIHRATE Sl ARAA EAIS] 8 7]5o] Bt ARE AR AAR fHHH
AEAAEIAE A oA AT 4 Sl FHIFHAEAS] B89 A4 9 B
Soll Tk AFFE Aot =AS] BAYE FA7AL A&7 EE S316h] 6]

%

I
A=A 1Y 22 U-CityH-2 AW, 7/iEs, Axs, A9 EAS
=]

kD
lrué

Qe shAc.

(2) UCity'Ho] F=au-&
U-City ¥ 2008'd W& A91749 2 A4 =] o] 2009 35E] A= Ql=t], & oA
Aolstal Q)= U-City B goj= oh33 it
O gol9 FYHARx)

UCity 54 Aulat 9, 1%, B - o7 - 22, 87, ), A4E B

Sf - W - An2 5, £ - 218 59 107 2ok FoH A U-City A

Bl

K

b



A
T

st

6

aP - fAlot

5
A 5 EAABAIL,

A,

[e)

0

‘l,

(o}
J

5 3 - B
oH-Z] : %

o

.l

A
=

o WAAA, A

=

58 || el FAMANNEHD)
- oh]

7RHIAE S T ES] A

Kl

=

of g 7 ®
A

Eal
<

b A

o

Sk AH|

&, Al2xAe6

Aldel A4 -
Bog A

H
H
=

3131

[S}e)

=2

R

of wh
d
A=A o

oL

kel

R4

oF

S

ohel Al

=

Z A3
S

= AuizA HEgges 4
°f

O
—

g4
ted A

O]

AE

=
.

&
- T=7PdEsE 7125, AB3EAS

- UCity AJH]20) A

oW TR Em ~ 7
— _.Nl ol m_-zm.h_v [ o X H i
N X = T
R - ° L o )
~ ﬂ.ﬁ oF o =
_H_O ¢ LIL vl .A% = X E._
_N_O 3 o] X iy _I_ ~ m_-MO _—
Ho AF o ™ .
o o o T 1y
XN = o= w2 B o
Aome [y omk oF = T C
o M B o (rag
T L o B o
GO o R
—~
To M_m mw m% e v e or oT R
) o .
o} Hw.ﬂ _0 mj 2 ) %o
T Jf <] [GR - o
T~ Q. KO | R°
ﬂwo ME v ~ m U JJO m B \_‘_nl_nw._
Ho < L ol T S ofo %
- oW o mO o k ™ o
i < 2 o) ]
. NS = o 9o = ol il
B om a, Wo opy N i o
lo jans 1_,_A|O _N_O ] Hlo 1%0
oo, Ho= T R £ -
J_ME Ho o} ®O ~ b L]
= o o ] X e
< = <o o ot o =R
S R S o 75 M N
N N = © O = =
© o T T o g
o) o B e B o o or
o —_— 1
EO . 1o ,H% ‘WM &m ﬂ
T N o
= M_m ™ @ o < T
W ooF 5 B < % A Al
oo E B *IEE
oR o A i = oo | T <
N o owe [Ioor . A osh ok 1o
= . e ey o
B . . 2T o T Ay
T E O ol m o<K P
H o 6 o @ T o

el

H] 7€
EA7|ERA A
(U-City 7]HHA1A)

o

T

(U-City AH]Z)




Arg zopeseRer |59

& ©f g 9
fu] e 2 “
. - UCity7 WA 45} U-Cig AHl 25 AZa] Sl 44 - AR
= _
E/Cl O St7|&T X%E_E/ﬂ7 Z=
(U—City 7]%) ) B H ]E-‘J’ 65 ]E
- TRES A 9 o] WF ME, AxAlezo] whe JINHAE
AESA F71eT | £ T2 F AR OE F3AEE Al flote AAd7]e
FEEA7E A7k Aol - FA T 7lES AT TIeREA HEEELE Aot
7l&
LR ES

U-City Al ket U-City A1H18 A1) SIskel U-City 1WA 48
97 - ] B AR A

EAALAA
(U-City A%

=A) HAA 7P EARANY A9, FHlAELEA ] 4 Sl Bt HECHE A144802), FE

@ WO AL AB=x, 4 Asx)

U-City 218 AR TElR| 7S, o] S AREAre], T A, 0] EAITALS,
in ]

J

"3RI Aol el wE BALA A4 U Ade] B SEH, 0] SAZARLAY,
AEAAE SHH, O AGEAARLA, TAGYFE FERAS AT A7 - BF
A PHFURTEA 29 U7 S99, 9 PIFHEGRAIAY, TR,
URE FEAUA B dAZAA, TEA 9 FARAYI o TR Ak, T
AAE) S T SEH, 0 w2 APUISIA, TAIYA 2 el B 1§,

il
™Y
ol
ol
=
=)
ol
Ol
Am
&
EE
=
B=)

=
ﬂ
ALY D ESAARTALY, FFEF

H o] Zgulolo] glo} 7} - 2|2 So] Alfshs AAFR(165% AE0]E) o]Ake]



60 || wwgrer FAMAMGTD)

1 GHANAEAAL S AT, o

a
=

A

o

X3

@ FHIHELEA]

A8F~113%)

U—City94
= TEN SN, A

Z

AL

U-City%
5

Bk

B!

To!

o] Y82 U-City®] 4dE 9]

3]

B

|

o7 24, U-City®] o't 7|1

A

2, U-Cityd

Gl

5

g

, U-City714d 5l

Ho

e} U-City 7]9HA1A

5

9, UCity7]&9] 71, ZHgHE

—~

)

=
o
ki

9|

flA U-City 7l

olo} el

, U-CityddAtle] &A1 24,

&

@ A

K

@ FHHEHAEAAAAAS] Y AnR~18%, 4 A18x~19%)

WA

o A

oy

)l

e

AL}

HlHEAEA]

o
ar



Arg zopeqeRer | 61

UG 2EA Beled, BT, BES 508 AE-BE, § AnE27%)
FELFHABL GHIAATAIIALS] Pe] - 2GS 95 AL AR
HSHE Gk GHAHAZANLS 998 B0 3L Aoleh] Slote] FELEHA
SRENE EPSAEREE
Agolar s 14 - eqat E
FELFHATE FHIAHAEA AL 152 9J6) BAFARY7 1 o

AR A4 - AREAEE7e 7IES AR - AR,

)
o8
Ap
_O|L
2
:{8
=
)
nj
[
l_r[
>
do
rio
i%

i
=
Mo
of,
_O|L
kol

r&“

39
i

P

® ARAY, QJEFA, AHEA] A SCH A2sF~28%F, 9 A29ZR~30%)
=7} VMIL FHHEAZAIEAAY H]-80] AHE 5P o2 Aot HYd
JoH, FHIHEALA] HEQ1H ] oY, w2 o] A . 5
T 5 %’45& AGE A9 4 E} FTENTETS FHIFHEHALAS] 7S E316t
A

A2 73 Folste] FHlHBAEA] AHEAE A

R:)
I

M
gi
ot
als

>{Ilj ; o =

@) U-City 5 AA 2 A ZAIAS] I

U-City'= 2710l A] Se8Jaks SH|FHATAZETA S drEsty g y4-S Bz
A2 A A GHIFEAEA AL S 57d @92 $35te] U-City 152 I3t 7]9HS 1}
ARk UCity 752 913 A 2 RrHIFAB A AFGAIE - AAIAIE S AFIA]



62 || wwgrer FARAMSTD)

U-City 74 Alol 2™ U-City 79| T8 FAl= A A| =4
= TN U-City 29AH9e 91t AFdAlgare] Adle 5
ot FHIHEAZAIAEL U-City F3 AIAlIA Fa35t 9
Hoks Age=z AaAlolM =5kl ke U-City

1o

n:
o_>|:
o
Bl
o
o
Kl
39,
o
=3

U-City 51 0A419] 2244 G-2 Rt A 2557 U-Ci
£ o] FEEY] A7A Fash7] 2l FHlFHEAEAAY
P & velie AEeloh

= &
>

=

>

i

2

o4

ok

-

o,

() SHAEAEAAZ L] Au|A0} 75EAA A

SHAGAEAAG S 7B, $EE A, Agle] Yy Bz THse 5
A AL, A, A, A S, ARALY T5 28, FAT

I4RESE, EARR FEOE ofF A

i

N

FHIHE LA AR H2d A F 7
T FHIHEAEAA B A0) ZIHIAE 715 FEolth 71‘1“1*3 T2 U-City Al2=
A3zl wet 215ekd FEAA, AREAY, EATHeIAME R ot AdE &
"okl Uk

3. AOEAER U-City9f?] MOl

U-City®} 2UFEAJE|E AEFAV S 7o EAwA o] sidt 4o A 4, ¢

b

A7) Bzolets 5O ZRE A1 AN £AAAE Zote] TEAL /AT A



Ae 2sExeor || 63

U-Cityx AESA]e 7[HHe] Qlzet F50 24< Fal olo] AEe| &<l o &
= 9 A2E 52 A AeR otk Eot I giide AEAIR Skl QU
Hhdo]] AnfEAEE JRFAV]E 79| QIZa} o] oot Afe]Z] 2j2o] 50

& = eIt web I g2 Al
Aol skl il 71 Ak Eetstal qltt. ofef WIS AnFEATE o}

AR7HE FHo 2 oF A HSHH(FGL: Focus Group Interview)ol 2JshH ora3 7

24
/\

L_
ls

=
o]

719 U-City= 7[#3] GloJE] ot} 3-379] 7}XE &ofA] 2 Z}x[o) o

of thrEs Y ARSI AEolE L0/ () APFEAIEE YA
SHNA B Hl= ol Z[EF s fAIF Y HE[HE A= H jo[El]
Al FEZIR] B ORE 01 Z1A] PR glojA] A2 FHS FHE PE
= 7= 5_—5—7/1 2)

olo} 22 Aol o]9]ol] ATFEAIE|S} U-CityS ulahi Aol ciokalr] LepA
o A0 2 EABT Sl ATt EATC A% T14g AR AT

O
7] $Ig AL o] 28 R gl B2 Tefsh o Amet 5] 23E
/\

x] ﬁ}% A B3tol Ew 2 715 Aug 445 1 4ug Zﬂ%ﬁ}—t— g
AESAL 9lov], AutEAEL mARe] g BaE Auls ] BET glrkn
shc29

28) &g, TAutEgo|o A8 2AE B AEAE S EAHEE A%t 9, A=EHEe =R,
11(12), 2011, P.948



64 || wegrer FARAMIGTD)

[#] U-Citye} AOLEA|E[2| XtO]H

=Rl ADLEAIE] U-City
Alalo] = Aot 71&L Alask
7H1§ /\]iEé]g] Z]-Lo;i} E]l—"] E—Q—Oﬂ H}-E]- (= ]EE }"g'e
& ol &4
AW gt AT AH|A A ICT 7]de] Qlme} 7%
FEIF s Sy
teld 22 A52 SIRt AHl§ _
AHOo] §-92740] ol o5t E.O}\/\E‘ﬂ
TEge T HE JHOl G829l o] &S 95t B AH =5
FRAA 71 A5, AP, 71

Z7]) IRS Global, ‘A4zt 4ol o] SHE AFEAE|(SmartCity) B H]ZY2AAGT} F A,
2017.4. P38 (F1-4) ¢l&
AHLEAE|9L U-City9he] o] 23t 2po| -2 HES] 4o oA ARtEAE =] Af
2 el vredet Yygo g2 MAE o] 851 gt} olok= 1 HAE FaU8-S
ZhekskA el Floldk,

[#] 20IEME|Y F8 HE W8

g 4 & AR
TA9] 243t T olgle] 29 9 A4S g <HAAS>
A1 X(EH) o] xgtr|o] Aol 24 o] ARE o tigh f | 2 ¥ AANT
£ 5 g xet
A3 2L Q;Efi jjfo—% _?—}%:@T} Al 7]“{\17}1101] gt <F7H>
28 xS F71o A Hedid S A8tid Sl
<F7M>
A3 2002 AUIELA|Q] 24 I ANLELAJARY O] S48 O
@7 59 ARy | gt ket AAADA L] Al FHEA EFW o ;ATL
AHFEZA] 7|HRAA ] A B V)5S 1&S § I
_ _ _ <F7HFd>
AZAGA B | At ARFERA] AH|AY AAE ZF6H] 95 A 171l B
AAYAE Tte 2 Sfsto] Tzt EA45) s




A 2stExeor || 65

z = Wy g AR
AUtERA] 9 ATHERA] 7]&9] o8] 5 B Ad)

A9z2l4 ERA) Q3¢ Ageln ATERA A2 ol A | <FANG
AOLE T A| A H]| A ZAF- B 9 AntERA] SRS Qe S | xdr|de] o
( ]- ] :1 LS | = hi [¢) ] i i 1=
A7) A%) | A B2 9 Ax AL 9T 4 Y= A g

7)ere] % s

A19z2]5

(ATFERA] 7|9kAe] P& ofe} AntERAlS] ] B & <A

MElagE | A W ARAAGS] A - Se AgElge] I | FEAAHe]

JEA2Ee] | RE ot YelH A9 5 Y= 47 - 5% %=
- 58 5
@s143le] W 27} nhlEgl, @8 AntER e
¥ 1 % 22 . BA - =
Apazo A TR AR W AR -, 2HERNS |
RS 3 AN, FAGY @ el Ao -
(SREEA FE) | g ¥42A g g
B A, BHEA, 2% AR, AF 2 2] .
W 4T 5 T 5 JEs 9% g K
%]]255 <Al A>

(ARHEEA ASEEA el AFE E ARel AL g 0

41454 - A A S

AH30x

. :]]i?a | ke celemaRer AAEE B A AvERA | <04
( 7‘;—1 = _ - = _ - =
el o A& AP % 9 SRR

A8z A2 o] of 9115 AYF 4 9t A% g

1gRZ7)a, 0 me AYE AgRElE 2 e o

<AlIA>

AIHFEAY F) | BE7IFE et AU enIEe 2nEen | L o s .
Al BERE, BER 5 BEEAS G S e | T

A32%
(AERA] 52 9

AHIELA] QISAE S

7)) A - Sl -

95, TATRERALS] 2U9) AL 2

2, 2017.11, P.12 ¢1&

Az AR A, e AHEAR






JLhe| ADREAE] M2 U HA
S35} 3

A1 =4 A0IEAE Z2 4 HA S

of}

1. PIEC| ADIENE| 32 N

o]}

(1) T4 AUtEATE F30 A

G210 AREAEE GEH Asz fH|AE A0 7HkE & EAIIAEA S EG
ohal B ik, of2{et Helle FHIFAHAEA(U-City) 9] 7Hgol 71919t =, U-City7}
A2 oA, ARFATE AT YEQIR AR Zlent AT H5S 5l
AA oAU FHIFEHA AHIAE AlFoks AR Aof=ar §17] wjiolt). g An}
EAEE= A 22 UCityot 1 2tolE Bl 1iol7] o8¢, U-City7} =A1A
Aol glo] 71 B F3AEAS AERkel] flste] Aak Alo] FA o Tles
83 Ao T T Gl BH, ANFEAIEE U-City®th & o W2 E=AIEZE 2t
off AZFAGE &S A-8oh= Al 2pol7t lttar sHAltt. #IsHH, U-City7}F 2147
AREN7ES] §gS 5 AssHE TN 52 QIR Zlolil, ANEAIE =
SAILE, |, B BAFE 550 ARSI ES 28
2hA] AUFEAEZE U-City 2t} -2 oJu]E 7kl glekal sh3)
£ AUFEAIE ] tfaf] f-ejuehs 71E EARA sa A4zt

F

th29) o] 2jg)

oll
o
Jﬁ
fijo
N
R
R

29) &2, TAmtE g0l A8AR] 24E FR ANEAE Y AR YES A A, A=A =EA,
11(12), 2011, PP.947~948



68 || wegrer FAMAMISTD)

kA E o] AR Glo] el ThE bt UCityS Eo) AAHe AH L
987 Art A gtk Ao
U-City A4 ol Ao} Qletar 8]
ARjo] A Hotel 4 1 Qg s8] sHe Zlo] Fasi *U}EMFA 7 A o]
%2 Awue ohew o] Helg 4 et

A At A eIl g A glovt, +28 wgsh e uFY
Hog ARl AFEsL Akt S FFYAC] 9ol THY A HROZ M

A uro|ut 2|4 s Ao SIS

=4, AT 2 - 7lEdae] AV FEsoln. Arda B siA Akl W U-City

A Al A8 Qlmet =5 SAHC R FAE], o] dAle] VT AISHL A

T
oA Aot et deE stEY o2l Ao HA, FHEEA A2

4
A - BEE 7 2TEo] &L AR YA} ke Fe2 W wop 2Hakl]
mhol AQzh - 9% 7 1S Sist At BEsE B8 grlgle Al
Aoto] ofs) B4 5 A% AulA wFoler Ao Foldt 4 dol] Qe 14
LA 5G, AFBAEU(LoT), 201 Tl A7 Hu5E0] 107142 Bt oS

ol B7alT, EAHE A vl

30) FEDEE AutEE g 9 2@, HREAE, 2018.1.29., P4
31) TENEH, A0 HLAg, p4



Arg zopeseRer || 69

12holl A

~
ol
Nz

94

ot A 2, 714

o)

WA, 274 Hekrt A BAR 2

TR 21 A3 A A A

©

o] 54

12 2ahedet)

©

AIAl

AEE

(2) 2TtEATE]

Al o

5

utE Al o] A7)

N

A U-City A

Tt 5

35

7
T

oA AHsHe] EAz A

&

o] 74417

5%

A1) 7]

2, %
w7 7|

o woly,

3

AS B ARl

ot

S}
=

Mg %

She oo

&

T A7} A

5EO
Fe

gt

mA|ZAolRt sHlem, o]

S
1

1

AR, EAEA

L AEAE o B0 FEF

A, 71&2] U-City

B opmy AustE [t w4 oj7do] ot

AEA9} 7| EEAIE

=S
—

ke

32) AR, Ho| HEeAg, P4

sk @ AE,

O

AR, TEWTH, Fo Heat

THE &

ey
ENOR R

7



1

5

d A&7l |

70 || wsgeer FARAMGTD)

o4

,z_l
o

)

st e

6

2ol Tl

=0l EAEA

=
T

o O

. alal

AXA, =AEZE 27300 ol FEA

Tod

el

gl gick. o] B
sof it

=]
w

|-

—

ors}
o A

Ao

¥

o

Age] 321

]

E

@A 77HAE 2urEAEe)
ol, 4

b i, 2}

s

o

[e]

o% F

ot
-
1

hi

o

o glom, A Hio] AntEAE AUFOR &
3} A A4

¢ 123 vpA]

}_

(3) 2FEAE
olFel AntEAIE| o

ARG AR} 7] EEA]

8r

o} o] Heke 27} AlEEAle) A

o4

ol
ol
T
]
~

1o
~A



2

Sh
jm

Al1H AukEAERo} || 71

o ArEAE 7]g5A)

il

—

|

LOFEATEY AR O] 2

oF
alsl o
s O O

]

e

loft}, AntE AWEA A|A| -5

of o
A

AN

T

o]
i

o Tz

5

_CH

=

=

237 14, 22T EACA
3 9lck, wetA of

i
b
A

-
1l

[

0], Jrol AntE AMdAo A L= 9

of glr}

—_
fife)

HZ1)3 AR

o]t g

o
o
Ton!

B8r

A S

- A =7F ARIEA] 2 A9 AR

[#] AOFEA|E| FEIMEF

ar
wl

X
~4
_z_l

o Ale 54

i

5t

S

A}

241 AEAEE AR

- ZAY) BE 7Hs

[e]

S

EAPHIE Eole BEE Ve




72 || sgeer FARASRD)

% Hx = T T
w NI T <
e ,@.,._ B Nlo o
B T & o
T N R Ow = <
z0 ks mOE ~x
# N | % o zo - X o
X g | M o = Mo = o
B R | T g [l B = =<
i e i el 3
x| & k|2 | mom M X P
= — | NO To ZO | iy
=] s | ER =N X K | o
It O " T w r e <L Tr
< rh o W OB < s o
o | E._ B _ZT _— # 1:1_ AL ],ﬂl
N R o = N o7 0’ B oo
Mom ok |® g om TR = B B o X2
T o H o[y | =K ) e ~ ,_HUI
= o |1 Fa Y 5 S | s = <
2 A T|F PN W T | = T X S
= EXERCY _nmu ] < ,_ﬂ_u ~ o = = E._ N
i X o LH IS
& oX B B B | o T o o= T W
R T E TR ou g oo o 0o
R Ho | B oofF | - A | X =< .- 3 J
T oot |T M |m T | b S N T e w BT
~0 5 _nT_ ]M I~ — _nﬁ ,Alu_ﬂ
' ' ' ' ' ' ' ' ..ﬁ_mo - E_l . O 10 ~ hd
RS o A o= - woogp ©
U:W il N XL —_—
B o oy T 9w )
&0 = B = o IR A
= |z £ o g MR
= %0 B ﬂ_u _u_o ~ K =T m! A.._
< FL., ‘_.10 — ‘NL ,ﬁl _‘5!.._ ~o .Ag _.EO
.ﬂ_u_| H AL X ~X _EO g o .Hl
K Lo my H w A T il o %o
! T Lo z G S
NF o O - S T
AR W T = R D 5
o om = < , Gl — n
- [=] < N il < T
ﬁ b K] E o= .._Zl =~ H
T = =] ,_.%o 1,D_.-,_ © = oW
My T < O <!
W RO R

tof Aol o=

o

o ) 2ukEAE 9]

O]

HAE

=

=

A

Al Z
2 0
i Ke)
EAe] AZARS

AH] A R&D

=3
=i

1]

s
=

27} A

=
>

HTt.

o

okt o] ATEEAIGIA 41714
zxo0a



Arg zoexezet || 73

AR AREAN 227k ko] 20 WAEIT 9k 15k AntEAEY]
off Aol FFsstes stof o] mlo] 2]
SAI|ES FAsHe voh o] AlE 5.1 AU H4 ol 2dekA S At

AIFAE olUA] 4] APtEAIEIE T3 ofFgolH, 71 k2 ovA] SHefA
oA L] A AEIEMS), AMI B AEF ] QA £ AZouA ] 24 SO
2 FuE A ) A7t BA] 7ok, wESHOIN AT AUALE, 33

,

=
IABAAH CITS 5 ARIE Qluals 7[dto 2 2838 EdlA2 24, 81

o

Ik, wAre] o TP e SRS BT B - I 5 940 BEA 5 <
A4 e BESH] SLoNUA AT, B ARAAE 5 A4S EhT

| A== AntE QEAE R A b, 2% T A AZAH, 5G Free Wi-Fi,
A58 CCTV 5& HAES AUE 7|43 oA 75, A7 34 SATTAAY 7=
Sto] gt Qb o] AntEAIE S 501y otk 11 Hfolk o[JA] Credit Zone %7,

Eg A%79 9 ReD W) 4L At e

AREAe] 29 A 02 SO Af2e A7) AFEAR 7EE & Jws
Sk o Stk o] Fels ATHEAES 7]20] Uiyt oloh fAke EAZA0] glo] %7}
F1o) el Aol Sl Aol ST EAE 58 neele] AR,

WSO AR - A0 E AtENES

FAS=E s o] gk olg} e F}
AHEAE SREOR TR nlerlso] AEE 5 UE A5FUNL, §F A
Al 52 AT igstel mAle] FRT 4 Gk 1S At A0S Ul B8
T 4 9k AZ9 R&DS BT HlF) AEsle0] HlAENERA Qe sy 9

34) FIEWER, ‘LA 9 |t AES Qe AntEAE UM, 4xpabd s 93], TAR
A 2FE, 2018.1.29. PP.7~8
35) 42IIE e, s W A 21 S5

[
h=)

m
>
Bu)
Bx
oX
ol
_u
hi
(1
>
fu
=
)
E
==
o
O
L
f=]



74 || wsgeer FARASTD)

mm.o

ak

14

= X

154 5 A%A

AX
=7

olefo] 7]E]

A

g

=

AFAEEA ] S} A A

oz Al

6]‘:1]—

t} o] ARG oA UFE F

N EREREE

=3
o

o=

Z] O
&

A

=
=

olg} o] Al ] AnkEAE] Hie JEHOR AntEAE

@ EAIRFEA S AutEATE

gl 7]

ahe
Al e o]

% s

nhe o}

TEAE £
P A=

= 7

o 2nkEAlH

g4

=AS
irt. o17]4] ~ntEs}

ol

el

do

A
b A,

)

g 7lE
g

]

X|

7]

]

<A

o

Ile}
-
W_ﬁ

e

=5

3

_(Iq

=
T=5

S o
b I

g Aol 75

bl 221 Zle] ofyzt, 5

ol
.

5}
=

o

‘ol
ol
=
]

—_
1o

Hlo
Toll

e

<+

A, 1oT Hlo]g

|

i~
o

ok

A A5

s
o

EA] AZ

o] 2nkE e

]

<
O

8o

H

Al

O
plo

—_—

A F=H EASEE 719, Al

=

gl i o]

=] -
O]'t

dlolg 52 2dl 1

5t

_(‘),'I

sk @ lek

NEE

36) TEWEE, 9] A7, 2018.1.29., P.9



A 2sexeor || 75

ol9} 2 ©ln|E ZHAR Gl AL AntEAEE 1 SARgRA dold
slund oty Sse9) 27129 Fept glek. WA dole) sHRde =X 7}
A1k QS A - B - FREE 16 Fof Auls &7 A0 FAHE #7
245k A02A WE - DY 5 ARA v 84 - ouiA - PR
Mz A 2] gk Eukd Sae) Gels AR 47t A% - o
F9 - 2oE] 5 S48 FsE T FHOE AAHL ARtEAE AR 57
st A9 EsbAEln AAHES sk o ook

[23] Clo|E si2=

oft o ofx

I

ll

T8 o Gt BT
WE Use Case 0lA| N——
J|EEAEH HE . e _‘!EMI —as 3ASC AN
AHRATA | azmenan el o U Py
o= T roe © sz ||| Merns  F —
0 o | o | T © MpHixUA || e 2 | [EiATY RS
© =y © yz=x|
© A || oL ; T
e —— 8 ojsmE Ry | HARIAR 23 . | : U N A
E0]E} it EXEYER f OISR TP &
i [ [ | [ | pES I +HI0[0[E| 78t EH'=0 EEH0|
MUARIREA | | mgea  oMMA @A @M UERER e e
o || s TIAIEHOEEEE g gaoum

Z24) FEREE, ‘TAPA 9 e ddET Y FES SR AnEAIE 2R, 4 9lee],
AFEASE 2=, 2018.1.29. P.10
olefat AL WAle] AnFEAE glo] IEEA} T Aol n RO
SHA 5] SlahA AnkEAlE] SAEe 917 AR
o] AR Lo A §4 AkEAE AFALE Edste] thE A
7h RS, ARE 94 AT 2 RAe] $3F RaD, AAA
F g ask gk Eak AnkEATE 24 - SHEY S5ARE AR

g =
T2 4 AUEE ofof ot AYAA A 7] R B HESY
4

59

o

i_(‘l
S

e o
f
(o]
hioa)
= oy o il gy
o

A

>
ri
ox M
fol
)

ok
[T
BN
ox,
lo
f
2
bl

ES
EAIZAE Fe ARAAGEA ] def AntE 719 7 A SoE EAE

r

:uol'_',
i)
nek

37) FEWSE, ‘9Fo] &=, 2018.1.29. P.10



76 || wwgrer FARAMSTD)

7 &R sy, SR SAAEA A 3 AG9-719, AG-eA (e, A4

5) 59 g8 HEYT 24| A= Hasitss)

® AFtEAEG EAA WA

2nkEATE|E EAAA AL S oA AR S AntE £702 HE 1
ol AZsHe ARSe] ABRAS ek Fefolct. o WAL TEAAY THs 3
Aol Pt o TAG EAAAT 2L weto R ofs] & 4 olek. EAAY

ET 171
2 ARGl oh “Ql ] Zha, AHIF

EN
lo
rk
:@‘
m
>
lo
jﬂ
s
03
ek
Joy
=
N
X
rlot
ol,
1o,

AUFEAIE Y EAIAAY AT AR mhE =AY O g 2o, A

2

HPAlolA] Afol7t Qlek. EAAMBEATY] EAAAS 1o - A5 £AY BHEE Se

4 e Bgstel BAZ @A) Al 71 A0 Bashe o Sk vhe] &
SREAEY EAA A ARHE EAAY £RHS ABstel @MY HES s

@ SAA AT AR BE EAAS 4T 67

gl el
oAl QleBg AAE F1& dow Skl Q39

[E#] AOLEAE] EAIZHY £F4M 70| E2t

o - HAY A - 53| L F
2'5@ CCTV A2A o, EoFat LAHIEDR] - PR
ARIEVIRE & Agetd mUEY H AR HAZE(BIS) &
A=l - =4 ot - F71 - 31
38) FEWEH, 9] 27, 2018.1.29., P.11
39) FEWER o] A7, 2018.1.29., P.12



Arg zopeneRe || 77

Pjo

=

220
=

%o vle 7]

o
=]

At

7
(0} I-
I s
o[
YA
=
=
<]
o
< M%
i < k&
ol HWJ
<0 M..Q
Mo
o
E,Eo
= |7 M
0 _/_W
@
o ﬂm.__l_
= F
<]

Aas

|

—

l

1
.

= Zt&, 2018.1.29. P.12

hi

1.
H

o

o,

A) RAELEE, A
A% A

sigen, 2

(0

ojet Zol

i

1=

=
=

2. el A -

A

"

JX-O
o
T
Tom
K|

- Q.

(1) o8 A

e
B

)

-

%o

AASIL Q.

=

be Helols Al 2

}.
AH|

°

o

A

T

g

A7 %
= 335

—

kel

o}

o]
=5

T

=

T

7
g

15 %
20159,

2
K-ICT 2P,

i

ok

Tz, AlA 3t HH]o]

o BT}

o
9]

°

2

S

P2 414

)

".

3 AFs] dokS
‘K-ICT Hldo|HAIE] (www.kbigkr)S &3] Bld]o]E]

® dHlolH

2AE}
tlolEl 7|8
_‘;—_ B

E

o
A
1

o



78 || wgeer FARAMSHD)

43 ulelo]g) AT} F4ste} AR R FUS o]F 4 UES AARRHS

H s o WAL S 97 FAekL )lot. O Aoz 20161 5 A o]

=
o5 Foll HHloly ZoF /APE AIHA] Uets mhlshal, 22 off 69 WHA &
o8 JNIFHETHY Sk A B ANIAE HAEERA] Tholeael e RET

W 2209] 723 HA 19} o]
sopg ulA £X) ARTS RS A 22, 719 21 dole g, B £
294 A4, 1% - 249 52 AU gleka

@ dlolg Qe 72
dlolele] AF]A - AAE 714 Sfeh AAAIAET ) Eafo] ufet dlojele] qlma}

Aoz O] ZpA|7F P2 AL Sk AR 20161 129 Al4xptie o] e A

Aok A5 As) ABS g1 Sla WA EA) A ARAL] $47] S

g B FYAL A5 AR St AL AR AS1A WekE xe
T AET o 488 Bl e Ao A8 R QA F47] A4 P AN
E1S 419 o] ofd wliAEe] 9dlolat Jx Amet At

oM 22T ole A9e) 714 FES At

https://msit.go.kr/SYNAP/skin/doc.html?fn=4224373efalab9ce6d9c493 1 ead6d352&rs=/SYNAP/sn3hev/result/201810/
(2018.11.11. 3295

41) ole]l HisiA= ARRAR}E BueAm, TR HAME 24 7tolEakel-HAE 22]7]% 2 XY - B
Al R, 2016.6.30., http://www.ssis.or.kr/lay 1/bbs/S1T506C513/A/302/view.do?article_seq=110646 Z=(2018.11.
11L.2F82)

1) PARALE, A4z} AERe] 2T AR F47] FHIA,”, 2016.12.27,
https://msit.go.kr/SYNAP/skin/doc.html?fh=54729326762c901b8c94438d5264524&rs=/SYNAP/sn3hcv/result/201810/
HBZ(2018.11.11. 95



Arg zoexeze || 79

H AHoio) U e SAE -
X583 Arg|obHy sty

- BBMHIA MEBE

o] OjolE] - ©ef A =Y

Asga ey
7lg =4 oY 59 A2l £H

Sopg| 22 $F0 XisHE| M Aol XI5HES | (MHEY Mg S8
S8 7% 7|3 Jw 23l M g

= AHY JIEHOE| [~Z3MEIAS 052 G| |=ASEECl AR Tl
map | 7ls 2 482 Uz HA F0 | | 3088 Y
W |-OoHE OFA 9| |=FHN HIEA 2 | |=MoH A 82 5 M7

s YEYS Be SIEHZEOF 5T X2 | | Ok o 2t

& A=A ORfEs S
O 27h AZhMHIA0] A

O o Bds Fdd Pl mol xismeoie ug|)|O MES 2 28 o
HIolE] X2l kx| = Bt A=A e

O XsTYELAY WEelA .
e | O xsHRIE 7| xye s ozt wal| O ASEEARI ChS3
(ol =] il AE|orEat 245}
M| e TEY A % OFH
O Xsd 2daMyaE & QB J|H BES Qs
O HOIE-Aul2 FHo Bt mam o A | | RIS BN g2l R
£01 HEQA 81 75 . Nowt ot A oxis =

O Mz=gel CxgE 5

47l g

E4) PARFARYE, “AdAt el di3et rA s e F77] SR, 2016.12.27, P14 - 18 FE




80 || wwgrer FAMAMIGTD)

HA =7hA Q1 dlole B AA

Z

A7

el

1, ~nFEAElOA AR ALZRIE(6T) 719 A4 dlolg el 7

olt}. o] Hfell S22HPE o8 Ak

A

&z 79re]

I
—

=z 2

o glol8 ~Eof(Kdata)

1=
=

I

dlol&

Il
[e)

A gu} uaEE

Far ofef

©

) 5777} A

9|

FHEs

dold %5

q2ld FE 5

Z

s=oll 2ot MAHE] T8

S}
=

ol
=

ol

5t

o

AT A= Hloly A& 7]

i]_—il_'

242 9)

Ll

7]

=
==

nizjeto 2 glojE -

1 40 dele 2

9|

<t

o

7

dlole Azl A& A2 719

1
1

5

Agoleas

(=13
=

il dlole wefo] A=gde Ax

9|

= 2

® 3-&Hlole M

@37 et ¢4 2013 74

)

~a|
_ZT
qr
"r
o

=

2013 R F-Fdlole Zi A

55 HlolE 2] A

Al
T

uze)

s

]

dlolH

l

Ho

1 arteE

9|

e}
ze

o
.

glole Al 3 o884} 712AI2lC14~16)

3131
[S3Ne)

ok AR

AAIE 27 =3

2

=
T

=

2016.12.27., P.22

44) PARAGE, do| BEAR, P23
45) TARAYE, do] BEAE, P24



Arg zoteqezer || 81

of

Stlolele] A et N - &8 1A Alare] 23S Wit Hvlo] A A4

3370 =7t 54 el 5 201749 8E7FA] & 69571 713 23,0747 2] Ho|E 7} HH
W5t} FEtlole Z8(data.gokr)e FoH & 3,154,507719] Ho[E7} The=E H O
, mq]o]ﬂg %——g— S} /\11:1]/\ tzo]- EH;‘r'; 7].6111:]- 1 734. 5'_T'_1;ﬂo]E1_4 7}%/\4, ;G:L

r°+"

=
o

A, BB AL S Prlst= OECD 2-2ulold 7 A|4-(OUR datalndex)o| 4] ZAF=:
3071 F 198 7150k ZHlole] Fof AE=7tE QIAHgIT)46)

20164 128 FFElolE A=A LR]ef 72l oE A A A2 71 2AZC17~19)°] 2
Atk 12 Ao Fguloly el A shfiet /14 Alatel] s H T, 22} Algl2
dlol8] 7|9k AT A At} GAA o] el Fd s3. AR F9499% =

W9 FYE gol7] AT £R0E e FRACIEL AT M2 FE

SeroR sk §7) Wk W Avck 24 Z1EAEY] 94 FATAL At
o EEAol 2 83 - A% dlole] el Stefolck. AT FAHIFES AAT A
274, MFEAVR) 5 AUHY HobS AR5k Tl FEeole A Shig
oltk. B, MOlHE A4EA 45 - Aot 0Ex S]] BAES 24,

72 2AskE e A 24 1]%3&@. Eot =Wl 228 oy /e

A44
2 A 4 Qs sl AjlHolE A A7 24 B FeAwe] =Y 203
Aolt}. of o] HlojeE Aitor B3 A - S5 Aslely, FHoR FHA

o)

o
Bt BAG Fa Ay HolHs thoR AU FReols SEBIAA
Gov)'& mhlg Aslo]eh4)

—~
@)
=1
(¢)

=9 A7)0 sponh. A 4% AA Ao AL o FR
2 guol o] A FEolt ARe 4% 59 Shri

46) FAA 9, "eh=re] FFdlole] /R B ] aite] thet At AEIAl WA, A G HatekE|A] 420
A Al4s, HAGA R SsHS], 2017.12, PP. 1~2
47) F3olol B L3, TA2AH 17~ 19)F-FTo B 7| EAE | 2016.12.15., PP. 7~24



82 || wwgrer FARAMISTD)

20181 49 FZ TS0 12018 FFYolE AT L ol T A
AL (3,01 419] - ool AT o] ASIGHLrAAK:174~'191) TETIolE] 7]
2 9 ol§ B} 7|1 2A 8, AT eold Q] G2 AAToR, WA
2 psn FAAY o[ WIAE 47 - FUstASHE BH0 wEelHr). 20184
= 3ol AT 2 ol8EAs ABATe] BuE AR 2 kg Aofst

£ 23dolHE AY Apgstel 24wt 7|¢l0] FEEloHE Bt 43402 $8Y

= ] %

e g g o2 9 3714 2aMe 6714 23S

48) S&HlolE L], 20189k FFEOlH AlE B o8 B9k ARAR(YY), Al2AkEl, 20184.17,
PP.12~24



Ae 2stExezor || 83

[23] 2018 SZHOIE XS 5L 0|8 Y=t AldA=Z SEHA

» JH2IEHE - I 2| S3UI0IH MM JHY

=5
» - Jjgie] 23410l E25 Hl
= Ei e == = o N
ST HICIE] [1] SFOIele === At =2 FI}

FH Iy =E [2] SFOICIE] 7HY =CH

TGTEOIE 3] STHCIE EEz 2 =52 T
== Ha W
D 2T [4] SFOICIH EHZ=Z8E T=

ST OICIE] (5] ST OICIH &8 =Z[rxH X
=HE HE2 | | 5) ITOIOIE JI18F BWHAMHA~ =3I

— =uoim T

HPS CIOIE XA | 8] SFOICIE MEeI=] X
Otes = me =Tl

£4) 3ol AN, 2018dE FIelE AF 2L ol BHA AFAy, Ao,
2018.4.17, P.12

L. @3 FFdolg MY A FARE
S-2Juteh= OECD7F 591t FFHlole 7Y oke] Ak=7folr}. siA|qt A
717421 9] & Yo+ FH(volume) Bt ofu 2} thQF g (variety) 2 41454 (velocity
BV 7L+ A dE|Elojof gt offgt yoA UM - ARl Heto] W
o= oty HHE A[ASHH o3t A

NG
o Hz

rek
g



84 || xgrer FABAMATI)

HA el =Hlo] Wo s Sk uofet Fsulolert dAA ez A= A
@t AFo] 7hsstt. [E]oIA ot dlo[g7t glo] FstlolEE S84 Y=
+ "ol AA9] 703%0f o]=iL itk SFHoIHY A7EANFL "EEIHe] 4R
SNl Bt WHE oA Aot BHlE7 Abrell sidete S HIolHEAITSHA otE
AL sk, vl a1l AR AR 2524 Aol Jlof S5
ole] Alg WHHE s Fole 2YE oIl & & St

[#] SSHIO[E D|EE olF

TRet HolH gE 2

cE
H
(i
ro

H
i
i
ARy
N
m

J

70.3% 25.1% 7.9% 4.8%

A=) AR TA, 2017 FRFFAZ, 2018

%) 3gdold nlgg olfd 253 59

E5h A 7o) mashe FEUOIHE AGA gtot Bhol ACkES AT 4
SIck. @A FgElolE A23ze} olol] DA WHLAR 1A rFEElE Y B,
o] mzafol e A3 A Slek. shAu Aol J e
= S0 AgerHgTe] A4 a ol tet AN Qi mE
o). webA] o84 AFA R FRHolHE AAH R Laal
2 AHAE A%sH Ak o) ofelgol otk

@) "lolg @A - o= . 8¢ T HA

So4E AE 2 g tdd HAls 3R MY WA S571Ee] ol
meh et 4 glone Quidon B uf © 3w € Rl Aol 2 Ade

49) AEG, TR AR Ame B AT, ol4rot = A1418E, 2018, P2
50) AZAE, FadlolE EEsF Algsit, 20183.23., BEAtE
http://www.seoul.co.kr/news/newsView.php?id=20180323029004&wlog_tag3=naver(2018.11.11.2F L)



Arg zopexezer || 85

78 48Y
AR
R LR

F3712% vl BE U8

piy

o718 8 AR

49l 774

33109 AR B 08
MU RAe] B

AR

PR

By 9 FaAcsiase] 4xe 250

29
9 BRAT | zgdols A @ ol BAsl] B WEEEHeIE U0
?i

o
=
=

ri
rek

HE

‘— o

7VEEC1E7)

FAMEAA, d=EANEY)
AR
AP (ESHEY)
TR THFHEL ST 5)

o710 ARl Bt HEEISA dEE)

A= A)

BAZAIEH(@AAREE AE S8R
THARRHETHARE AZAR, B8 A, 88)

ARt B SF TR AT AZARY, SR
MAFEESHORIHE w3 3 A=Al

FRUSEHONIHE A=A

7P (Al ot TEAHE A2 5)

51) FEATY AR Y, “ARtEAIE] A7PAFEZAE AP EARY AIE71E 1814, 1-3-3 AUtEAE @Y
233 719 9 4, 2018.6, P31



86 || wwgrer FARAMIGTD)

ojet Zol THAHE Al TSI = rrefet
B A5 3FHolHE RIZAE o8& & 2 L
dlele o] Aol 2851 3l o] M2 AnEE tigefe] ket
52, B2, AE, B, 974 5 =] A2l 24 Add S5

>

o fu
olelt 2nfEAGe] FUALOBA 1 Fa4o] B2hE T Gt
o

rle EE
é
N
Mo
O]
i)
El
;0
rlr
[\.)
(e}
@
'y
]
e
-

51 A
& T

o]
1 A fe)
H, a2 Q] FIZHAlE o8 ek AYT

SHECHES F 68 407 2E2R 5] Jlor, 7P 2ol 20174 74 AW
Hol ATl Slrt. A ABFe] SFelHMe] F£8 Use AuEd that Z
© =4: 3¥718o] K - felohes gloje o] Algat ofgof et A R R
A =11o] T HolEof tigt o]-§-da EAskL, S5 ol¢

Aro] A st FRA Bl olatFE of Mo BHOR sk SIrkAID).

1o
rL‘l
N
i
=
o
oft
9|_I'4

@ F-stlelE o] Ao «F-gulolg gt Holguo]lx, AxetH I T 35710
g ol Aol HAE flote] B4 F= F5ote] Telokal o= F00) Ee
A2 Ao ® AeH 2t B YHEA o3 7 F9 o] st sfdoh=
AL WATGARZ A)23).
7h THAP R ArxAlee] wE PR
L 7P ESE 71 R, ABERAlL] wE AR F F-s7Ho] ikt AR
o} 2712 E o] Bt HE, AozA1P] e AR E F gy e

2 Aol MAEE

o 1 gl EYHoR Hoke AR Ei AR



Arg zotedeRer || 87
- O A4S AA 3dnitt FydolE Ay

31| 4]

1=

&

T

@ ggHelHel AT
ERED

TR

‘_ﬂwo

ta, o1 Axt

(A9=).

o

=

—
o1
=

7}o}e

5 Tas
S FHSILEE

[e]

3

-

T

<)
hod

£5]0]] 1%

-

slet =

1=

|

NERETE

A7z 2 AZR).

w_o#o

__01_

o 7125 o whE
(A13Z).

S Y37 st} TR

A5} o]§

=
el

AH]

I

-

S

S

Jo] 3%

9]
AL AE 0] A

-

o} ZEEL} §4}

Ea

1
=

Q
EZAR 33571

]
SR A

0

stdrhA1529] 2, Al1522]3).

a1
[e)

]

=

71 = A 5ol Al

He =

(¢}

= O

=

o

FolchAl14%),

|

°

A==

0]
- FAE AE A - Alge] B

g3te] 7<)

51

® 5
=



3}

Eil

SFATHAN7%).

glelg o] AA7IE 2718 vt

=

et

[

sh A3

A2l

=
=

oF FAANIATHI)
Aol g1

H

L

L=
.

d=

@ Azt ssHlelH
7l

88 || x9%

gl ey B N
v My L o o
o X o ol N % D
— — o —_—
o = o TF =
o A Ul o M &
% B o RO T o M iy e
° - R ~ oo ~  oF %0 Jo
Ho o AN L S
Ho RO e © o
= r _OO ] o) E_E <
_ ! © — e D 10 ﬂ\_
R R T N S
= o H 2 5 o &m =
R T T = ~ T 5 W J ok
T o Al :ﬁog w5 _To NoB = T ,n___l T
o o7 o Mo o Mo == oo 1
o . — W He =
v Ta¥ EeY To T
= Hr < 1_._@ MV 50 it <0 o =
TR ORSE REE Ea ek
" TPH g R B
o 1B T Mo @ HN T e G
T 7 =~ v~ B L =
— ~ —_ ~ = K
o o Mo %o zm Mo mf %o Hoor X
o = Mo = o 1H Mo o Lo ) m_m
Ho O_ Z‘._ .. 10 N . a L—w_ ‘w_._._ ‘.OI A}
Ho o 0o W L om wf o T = o
N T - -
Wroor N = N do == @o
BT TEE Bz M v B
— —_ ..
or _Mo %ol o N oo% Ho oF %o Ho WM M Al
E_. L . S R
r o8 g o B oo m X
-— 8 En_ — m o — T o 0 S
L [T D Ao - Ho ™
5 o S o T oW o v 2
2 o 2 2 xNo 2 2 o = R
T o T T T H T W_o D
Ho o Mo Mo rn do T T m_o H
Mo T/ O Ho Ho B Ho MW Ho 1 Ho =
S S &) ) S

SHlolE Als7

HAThA27 ).
94

-

IS 5
287

Pl SATHA29%0).

s
T
T4

T
o

o
A 3

A

yS|
=
J5to] £

o]

&

Q¢

Bl AlE A=
A

|

-

]

H &

A

e}
A

Al

Q.

5}
=

(H28=).
o B A5

G FFHolH Y ASEE: 5712

© SstlolEAlE



An zerexezet || 89

}l5to]

= otal SIth(A36x).

1A ofe] HEoA] ofiel Zo] F115]

= 9]

A

HOASS

3

O 71838E AlF

VSRR Asol

310
o=

tol 2 7| AR} 7|AFE ] A

)

Aoz

L, 71 EAE B H-Ee]

)

o 74

5t

sfofop

o147t Gl B 1 ARE AT

A e A

gHoll dis

Oy
o

7V E] A
ol-gste] 71/ AR elAl A

Als

thiL 74

gt

Sfolof

ol

,_ﬂu1
o

o

ol

ol

@ FARE AT

FEARL M I EAE Tt

fofe

o]

AR Algel &

AR AlE= A

ted= SAR718lA &

LA

st

A

toh

KAFete] Eregs

9l e

al
=

-HE

SA7 8] e BAREY AHgEA

4

ill

-

b, o] 79 AR ] e

Alstofor 5

=
=

e 4-folle of

a

J|

1314, 1-3-3 ~0FEATE] §¥

“ATPEAIE] Z7IAGTRAE AR AR 7|8

A4,
9 &9, 2018.6, P.32

S

gl

3

_(é

52) FEAT
2% 7]



90 || wsgrer FARAMIETD)

A0 842
ol 57|15 7§—°r°ﬂ—1f 7]7_ 59 B4 9 4, %ﬁll}iﬁﬂ ”378, %74]1}&94 A=
2 EARR AR HoHH 52 7|53t

A% B 20 ok 96

o
>«ﬂ
:E
of
o,
)
Fu
1o
Y
ofd
ok
g:%

4 AR PAAARASIIE Aokl A ok 251

AR Aol Botol rEAARAY WEW, 0N 1 2AS T glod, By
2 tolF rRFRI ROl BE WE, Alsze] e IR B 2
ApZATL] Tl o] HAst ol FIRRE TR £ B 7
HOoR AZY 4 UL S k. Gl BUAYRE ATLIA S Ak FELEY
AU A SZAAE AAHoF Shl, FUARES AL AR FUARE 7}
Foi 0 ARE F/kshe SO Wue o) A RN 52 At
$EAZ 5 ks

53) FEATY DAY, ¥ BIA, P32
s4) FEATY ALY, GO HIA, P33



Arg zopeqeRe || 91

A2 SQl ADIEAE| 2 Y HA 53

= [=]

1.0 =

(1) 2RtEAE 8 3

n=0] AUEAIEE WA o4, WE, AAEE 3, 7|95} O, F5A]
Hl A5 wlE A 2A] s 2He Fof S8kl Sl wl= A= 20159 FH
AHFEAE] oY A E|E(Smart City Initiative)E 5ol A = AFdelu dA4tee] A
Y} B2 Aok, AHARO] A A A =80 wiA sto] 2] ARR7E FeA
S5 &RAS UFchd o]AS A Yete WA 0w A6k Qlek. ®1h ARUE FH
oA Yzot A4S AAskaL HolH £34S FEst A or S5k

Q9 7 Sl BlF W 207 EA7E o] Aol Fojatn glou, A4, djsh, 4

PJo] 2t AR ABERA 5 S B

Hit &7 TR H o] Aol S EQFE B(Department of Homeland Security)7} 735}
So008 FElo] HAISS ST B A sl 4000wt Pl Ane] 2R

(USDOT; US Department of Transportation)®] #]9]E]= H|5|Z(Connected Vehicle) -1,

=9 et AFNSFS 57 3,500% 22 5 Al wigo] ZtHhso

fr

ol2igt AUFEAE] oJYAJolEE g kg AuEH offje} o] A 4 qlthsn)

e
ol

-

55) 2015 9 Qupnt thE ol wEEA o4, MAAY, A 4, 71¢HE e, TTAHA T F
29EA e F57] Aol AHEAE o|UMEE S WHESIG ula AR AHEAE oUAEE
o FAE Sl Atdolyt Aol 2 ¥t FAE g, ZF Hopd iy Z]olut EA oA B Az
S5 stolt. 2AntEAIE i A2 £24 A& A%t 257) ol49] 7| M A U R&EDEAE ¢
oF 1.69 FHE FYo|E AAstart A, “nl=re] AntEAE AY AW 9 AR, AR AR
7425, SHEANIL3Y 2017.9, P42

56) AAIQ] - Foi A - e, TARERA|S] Ae] Al 9 W - Al AARRE A, I AREARA, 201711,
P.50

57) A4, oko] BN, AR ZALER A7427, FHEARICAH, 2017.9, PP.43~44

i
filo of

o 2
2 ol



92 || wwgrer FARAMGHD)

@ ABAHoN ] HAEHE A9 44 2 Aze G 75
Ho] 22 etz B 4 Gl AL BAE 0T ROk A2 48
% s HAEMES Aol Ao v B Ao 2 Tekt Astante] e gl

9g FEPOEA T A9 FARDL ek Sk

A0 R 17162 B9l AGRA A2l Fofshe A, 719, vIelr T 2o 9

22 e,

® 3R 7 54 s}

glolE A HE A} *}Olﬂili?loﬂ et A7-7H FUY et A9 wsAL

do] gig 54 5 AvtEAE] 752 9@ gRe] A& sleRote] dE BAE A5}
9l &g 5*1 REZEE om EA4)o] tfat sj@a0 2 AntEAlE AL

9HE £ 16 31 ;(.9_4 ATFEAE] A7 Alglog wESA o4, HF o5,

71t Aplazt PR AET Al 500k ofelslet obilol R7HE] HE

1
>
El
oft
1o
el
>,
2
:OL
i
2
o
L
N,
j_, Fl r
::1
(o)
=t
N
A
>.
o
_,4

EAE A7 7\](Smart City Challenge)’

ZRAES FHokal QOom®) R ZM U A A Sl 2ntEAE Tlee

58) @l EAIZF AL Qe wE, oy, 878 5o EAREAS} Bdste] n] A FR(USDOT)NA = 157]
HEB ) 0 e P AnE ’\—‘:—l'—ﬁ(Smart Solutions)& =2Jat o H, W FoFg F¢oto] 7|5te] B &
BFEAIE|S] 1271 H]F @ 4(Vision Elements)E AIAISFITE. HIH @4= 7]% Q4 (Technology Elements) 371,



A 2stexezor || 93

, At HlE RAIE 9fe
} A vl aEA| 2ol A o
oz}t o] 5A ATE 9t SMART Mobility A4 104 2 High Impact Technology
Catalyst 5° tiet AntE e AAAIY 2|42 #Eg stal Qi o]t HEo] +
g 9 APPSR E 2 GAES] 21 2 T3H(CDBG, Community Development Block

Grany& Fo 78 2 SARE, (IAE] A, Almet AALS] BEFS AYsD

r
>

=

9ltt. o] CDBG m2 1 2|9 Abs] ure FUSs o2 4 9l AYe A
Aslo] Ageis meago 2N Y B2 IS Fo) AGAE], 28] 52
gros EAA - Al A8 AANL, FEA, TEAANE A2 Qe s

ATk,

) dlolg @A - & - &8 ¥ FH 3 ¥4

1) dolel oA - 0= . Tg P

oupnt SlHE 917]7h AJZhEl 20095 E DATA.GOV AHIAR HHE= @ZHo]
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AH|AEL HAE 9 AREglel= gd# AL =2
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QIAS B O E ‘Singapore Standards Council” otofl 2 - A4Hd - A%, FEFAIH
9 9 Information Techn= 5-3EoITE & A2 10T 7]24 Q1 & 7| of &
AA HEYZ 320k FdE o] Sl

loTe] 7]24]Q1 2ol et BEstol dishM e loTe] T 2 ke AESL =
AFAARNA ToT] oF7 e A, K Bl AfH|20] Ao 284, Kt Bl gloj Heof glof

81) MIZUHO, kb bd 2 ASEAND = — X ZHfifit§ 5 FidEikiit-V-2. ASEANDICT/7" 2 & VALK -k &>
HALB LA, BRI #lA-, P.215
https://www.mizuho-fg.co.jp/company/activity/onethinktank/vol012/pdf/10.pdf#search=

82) MIZUHO, 99| HIA-E6 ICTH I BT 23> ik [15E-, P.216

83) MIZUHO, &Fo] Hil4, P216
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(1) 20tEAE] FoA2
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84) @ HAZ Conserthig, ‘3 > 7K —)L B LOEENC BT 210TIC 3 2 BOR B LOPHILT))°, http://www.hitachic
onsulting.co.jp/column/iot/03/index.html(2018.10.15. Z| 1} )

85) WK Hf, 2—H— - FVT ¥ 4/ R=Y g VT kB A7 — PO I T—IAHC BIT 5T R —
kT 420,20 ) flA—, JRIVE 2 — 2017 Vol.8, No.47, P.115
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86) et=tel7|e7] 2 ke, AANES ATEAE A/NEARY, 2018, P71
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Zota glod, Uik 71¢] 7+l mA] Hlglo]E] A A% (City Data

Z)
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2AE
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87) ool thallA4*= Digitaliseringsstyrelsen, ‘Open Government Partnership 2017-2019°, 2017. https:/en.digst.dk/media
/14142/ogphandlingsplan-20172019-engelsk.pdf(2018.10.9. 2] ZH2) 2%
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2) Hloly A - 2E - &8 T HA|

dufa HER= o3 2S AA 20184 59 179 23]oA 2] Al 2] H3]9 tf
a2 fHE A2 fo]e] H SR (The Data Protection Act) 29t A&, 23] A
TR R sk SAE QI B ek 2018 5 25U KE Al o] 7] A
O1- X & 2% (Act on Processing of Personal Data)ye thA|otal EUS] GDPR(General Data
Protection Regulation, Regulation(EU) 2016/679) < ZA5}31tt.89)

Z|z9] duta dlojg HoHRI F-57]3°] S5H(the Public Authorities’Registries
Act) @ 7]jQl' 5= H(the Private Registry Act)°] 19790 2z} A&l =] Qicto0) o] Heto g

88) Hlut= ”9]5%‘ A4 DOLL 5] 2H E(Hersted) AFAE- Aol 4716 = £8 o] 28 4594
o|2} ADIEAJE] £2HS 95t PAE Z7lo|th AHESE E(Albertslund) AMH Z Zo] 14km?] Z2|A
A9 m‘ﬂt"" *1040}3 ‘E%L Skl 9le™, LED 71& F& AF714S o A+ 1 | 235l ~HFE LED

5 A% A7E Eo) Ae 4548 ATl olrh Aelxwo] o] Ak Ea) o 0T f25 A7)
£ 7o) BHolch AAE - o] g1, ~AnkEAle] el A AT T, Bt ol 47, 7] A
%L%J, 2018.4.6., PP.22~23

89) Tenna Overby, “THE DANISH ADAPTATION OF THE GDPR”, "blog droit Europeens, June 2018, https:/
blogdroiteuropeen.files.wordpress.com/2018/06/tenna.pdf (2018.10.17.3]F )

90) Public Authorities’ Registers Act, law no. 294 of 8 June 1978 and Private Registers Act, law no. 293 of 8 June
1978.
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770 AL 2y Adt 23K (General Provisions), 7HS1 djo]E 9] A&l 3t 12 (rules
on processing of data), Tl|o]E] 4] H2](the rights of data subjects), GDPR] AH|47}o]|
gt 57} Z&(Provisions supplementary to Chapter IV of the General Data Protection
Regulation), *]2]-83H(Processing authorisation), 67 5% 7= =r(Independent super-
vision authorities), H2]7A] - A - *H - A= (Legal remedies, liability, penalties and

final provisions)= -4 ¥ t}.oD
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91) Tenna Overby, “THE DANISH ADAPTATION OF THE GDPR”, blog droit Europeen, June 2018, P.1
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92) Tenna Overby, 9] *=&, PP.2~3
93) GDPR Article 23 Restrictions
1. Union or Member State law to which the data controller or processor is subject may restrict by way of a
legislative measure the scope of the obligations and rights provided for in Articles 12 to 22 and Article 34, as
well as Article 5 in so far as its provisions correspond to the rights and obligations provided for in Articles
12 to 22, when such a restriction respects the essence of the fundamental rights and freedoms and is a necessary
and proportionate measure in a democratic society to safeguard: (a) national security; (b) defence; (c) public
security; 4.5.2016 L 119/46 Official Journal of the European Union EN (d) the prevention, investigation,
detection or prosecution of criminal offences or the execution of criminal penalties, including the safeguarding
against and the prevention of threats to public security; (e) other important objectives of general public interest
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29 2 DPO(Data Protection Officer)S Z|dljof oh= o5+ diut= djo]g HoH
o] =& 8+ AFgtolt}. GDPR A|37x0] whet DPOE Fo]oF 5,99 A38% 529
we} gloje] HEH-e pPOL] ootz FESH ARE oFrdl 4 gl ujH.gx7] oRo]

oot 23S st QIrkee et o] 2gke TRl dhat 71AAe WA

of the Union or of a Member State, in particular an important economic or financial interest of the Union or
of a Member State, including monetary, budgetary and taxation a matters, public health and social security; (f)
the protection of judicial independence and judicial proceedings; (g) the prevention, investigation, detection and
prosecution of breaches of ethics for regulated professions; (h) a monitoring, inspection or regulatory function
connected, even occasionally, to the exercise of official authority in the cases referred to in points (a) to (e)
and (g); (i) the protection of the data subject or the rights and freedoms of others; (j) the enforcement of civil
law claims.

94) o] ARtAREE HlolH o A FH2eA 2 Bl Ttk 2y e o] 232 FasAu HA
SHA] QEQITh. o] ol {3t Hloly Hao] YA Uk wrdlof whe HRRe Holy pejate] HolA
2 o JE OR7F AUAA FgHor BeErE Aokl T AL, o] ¥AZ F371o] HojE
AHelo] 5A4E WA of GDPRO] Kol SAIT] B ORI vlole FAof s dAR WA U9
AgsheAle st Agsta gich

95) GDPR Article 37 Designation of the data protection officer
1. The controller and the processor shall designate a data protection officer in any case where: (a) the processing

is carried out by a public authority or body, except for courts acting in their judicial capacity; (b) the core
activities of the controller or the processor consist of processing operations which, by virtue of their nature, their
scope and/or their purposes, require regular and systematic monitoring of data subjects on a large scale; or (c)
the core activities of the controller or the processor consist of processing on a large scale of special categories
of data pursuant to Article 9 and personal data relating to criminal convictions and offences referred to in Article 10.

96) GDPR Article 38 Position of the data protection officer

5. The data protection officer shall be bound by secrecy or confidentiality concerning the performance of his or
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her tasks, in accordance with Union or Member State law.
97) Tenna Overby, ¥o] =&, P.5
98) NEC, ‘"M 22— F> T 477 v k7 +—24 (FIWARE) D% - HfHiliconC, 2016.3. P.19
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1) Hlolg AA - &E - &8 T BH

=2 2000 AAE rGH-ZNH (Freedom of Information Act 2000)102)-& A]2+C.
2 #3749l oxdole AAL Fsky glow, 1 Axt 20179 59 HPE @A
WWW(World Wide Web Foundation)”} 33 HilA <9 to]El 2| E(Open Data

http://activeictjapan.com/pdf/20160304/jimin_it-toku_document _20160304.pdf#search=
99) NEC, ¢ HIA|, P.20
100) AR - 2, “GRARO) AnpEAE FEAN ARG, FEATY, FE AWISE, 20165, P86
101) A9 - ZH], 9] Hi1A], P.89
102) °] M2 7|22 o2 F5718o] HAshal e AE
s Zlelet.

P 9T & g s Ao TR By

i



122 || Aol FARAAEHD

Barometer) oAl YERR0] g=r9] FgHlolE 37 A0l =2 a2 FAI5
I Qlchi03) ofgjst d=te] FF2 20104 LE dHlojg XY
govuk)' 9] ¢ EA2H4) 9 F27] 3 glo|E o] YA A4S

il

5l OGL(Open Government License: OGL)2 =5t Bt 252
7hestEs Spirt105) ERE 20121 SEolE JRI/ES o diolEd] ted 4 9l
E2 pAslon], 22 o 690l G AT (Cabinet Officey= 2 Ho|E] WA
(Open Data White Paper)E 37lote] @2 Hofg] Ao thet AutzlQl 27 H]
oIT}.106)

mlm
;
ol
b

ol2|gt Ay} Aot o] 2017 29, = WA Atstol] f1x]et AR A D AR~
(Government Digital Service)= 20209712 F= ZF7} o]Fofof & b4l 7k2] H3xet
olof @3t HAFEo] Il A 4 A= (Government Transformation Strategy)’107)-S
TR o] B Ao|A Holeqteiof et F= AFo] e A& 7 v FES

T WA F3 ZHRE AR 71E 9 8 SA(Grow the right people, skills and

culture) Y| §17) =33l ‘glolg &-§ 7l4(Make better use of data) ©]Tt.

T A ZRE o]F7] ol d= = FAER HAE, HolH Y 7] (DDaT) =
W 25 & 9 AL S5k, A ool Digial Academny) S 54
DDaT H27F 915 ofs % 7WE 712l Alssliof sk, Hlold Ato]dA w2 (Data
Science Campus)’ 2} ‘H|o]E] Ato]AA ol Mlzjg| o] (Data Science Accelerator) S 53l %
O] gloJg] Ato]ddA iz Aelete 5o Ak AlAJstal Sk 18]l v ¥iA) S

103) Open Data Barometer 4th Edition-Global Report, May 2017, The World Wide Web Foundation, P.6
104) AEFAFANEY, Fa=o] eEdolHgd Fd 24-519] ICT R&D AAEF, 20149 23T,
2014, P 14

105) ARFANIANEY, ool BIA|, P
106) 329, T4 o.xglolg] Mo E4 @ AAFA,, FEEAAA A6 235 EP91T, YHEAFYAL
4, P3

107) https://www.gov.uk/government/publications/government-transformation-strategy-2017-to-2020/government-transf
ormation-strategy (2018.10.11.%FH-2)
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S °|F7] 9Isl APIE 283l F5HolH e FAsk, ‘HAE A HeK(Digital
Economy Billy’ ] Hlo[8 &+ &2 F3fl F4] It Hloje] ARgo] Higt A<

5w, %] 360 E] T] ZK(Chief Data Officer)S A3l dlo1] Al-gof tigt At s}
Z4e Alkstar ek 3t S8 LEAZE HlolH gt BRlE #2E ol &
A= oo, A5 Hele] ARSARE 91t Hloly AM =42 JAlshs 59 AE 47
AJAlsEIL Qlet.

ShH, A9 55d-S dof 2]y 201749 ODI(Open Data Institute)©] CEO Jeni Tennison=

O T
ODIo] QEdjold Tl Fauet 57 WES FEsALE

[E] ODI 55 Za M7} % 504 22

- 3 ol4e] A AAHY BF

- Aok WA, Tefolel, $atolte] o]z 2073 ol4F 1398 ol4pe] AgEe
A Az dol ag 1&
A, W, 7o)y, deiold
% Ag

- 7AY TLE 4o £ g

[H

2O S= 83t A =+ Wl 28E

50 W2 (Five lessons)

- foleE Bt AP S= Zlero E2te] EAlolth (Embracing openness with data
is more about culture than it is technology.)

- QEHOJEHE B dHe A3t o EatoldlA glo] B7Hsolth (We can’t get the benefits
of open data without having a proper open licence.)

- dlolH AAsE2 @<es] dolHE AA 2 BAshs 58 o9 A uRith (Data
literacy is about much more than learning how to clean or analyse data.)

- 7i%lo] WiSHE o]t} (Individuals drive change.)

- HolHe 7|1EHtbE 220 FARSITE (Data is not like oil. ~ It is more like roads: a

networked infrastructure we all rely on.)

Z7) 9= oDl SHo]A] W B2 W8 (Wed Jun 21, 2017) FZ
https://theodi.org/blog/the-odi-5-years-on-a-time-to-celebrate-and-reflect (2018.10.9.%]F-2)
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2) Hlojg] dA - oE - &8 T HA

FEAYe] 2013 PSI /HEAR 0] F=o] SHHOE E=Qw7] Ao, d=-2 2010
| 2ZHE 3 ¥ (Protection of Freedoms Acts 2010),= A5k, 7]& 20004 XJEZH%—E*
(Protection of Freedoms Acts 2000),= 75t} ZHAE 44 20008 AHHAGH
o] A8t d 571de] ol wE FEEIN 57t ALY, FHol tE 290 &
== A EZ70A D (publication scheme)?] e+ E FFHo2 JHE %7116‘% 785
AAGol 7hsRt AAgE R AR E A o RS Jé}dﬂr F=2 ssHolE MY

1} Hste] M o] o3]7t AGe HES Tl QA ¢ 9lom, 1417‘*P—r%(Cabmet
Office)°] F4lo] Ho] FFdold /I 2 /i AS ngs} et & F-5dlolE 7
B9 3 AS fRlo] opd ARAtEe] Mo R X5 Urtal Qs AAo].108)

20059 AARE 71, Aol wet TR AARES] Gl Bt AR AAE A
o] f18ll 557 EA(Office of Public Sector Information: ©]5} OPSI)E Aot

OPSIE ARTEIE Frots TP U PR AR TS FU BTl

QrIshe. 2alstH A, AHkEE ARALY] AHO AHo uA . 8 . 2o ul
ofbl Sh= 1 o] Rl ool IR AuIAS Ak ek ER S
24 OPSIE FBAR AN 73S Agokn TTRR YL Sl A An

o ARAAES AFSAN TTHR A BAS FBSH= 752 BT ko)

GAYRE IR ANTH P Dol G NREL 9Aa) Ao
Power Of Information: POI) HIAE (o2 T
1 =, POI Ao 2H F-gdlo|g 9] 7fifo] AH o] Fri

o
7} 9t o]z Qg AAA AAA wate] o] Assih S LSt

=
>
o,
ful
tlo
-
)
Kl
Q
Mo oot
o2 3
%7

=

Kl

ol

H’F

n)
o2 ol
H

i

108) &7, rewdlolel M o= YA 1. EU - G5 - vl=t,, AL AHAE A745, 2018.4, P.70

109) FZAEAL 20064 1090] Q==+ 7]ZHE4(The National Archives: TNA)Y ol S¢H o1 BA4sHe 2
R0 AR 2 Fwo] ot A7t TNAR o[BS Hoich AR, “HRE A T vlmEE A
gt A GAHAAT 15-16-@-3, SFHA ALY, 2015.10.31., P.51
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gro] B Bl & Haytedste] 2008 FAIE LS OFO R Sh= A H O

2l T2AE ZAPH(The Power Of Information Task Force)-= 4ottt 2009 o] AL

ho 67)) Holof| it 257119] BIgto & o] R0l HUAE HHESIT J=AHRE B

A0 YEgS HARA o7 FXstr] Yl ‘A Frofo]AKDirector of Digital Enga-

gement)” 2= ‘WZAFE A (Cabinet Office)’ o] 415t Qo] EAWWW) L] ZA| 2}
7

7 Al A2l ol HERE ol Skl BRAE BN

gl 200318 A7 720031 PSI A[H, ol w2t = SWHOR 120059 5
B2 AE ZARS TH4(Re-Use of Public Sector Information Regulations 2005),(©]5} 72005
| AR 7.) 2 AASHATE o1 F r2003 PSI A3 0] G5 AAAE r2013 PSI
ABAR ol o, Sl oe= 12013 T JE AR 78 (Re-Use of Public
Sector Information Regulations 2013),(°]5} "2013 Z|AMS 14 )2 AASIAAL, 72005
9 AR 4,2 2ol wht HA H AT AR F=o] ST AR ARGl Bt 7]
22 120139 AR 178, 01™, FF2lell 5% ol 4d Al (Explanatory Memorandum)©l| 4]
o] 4o AHFIALt A W8= Axgstal k.

20139 ARG 7,2 HEAT] 12003 PSI 7]

2,7} r2013 PSI 714213, 9 g
w2 YRR Trdsto] Aot o, fE ARt 3]t 2po

Ph ol A3 theat 2t

0 HEA): LA ATl LB B
o A0 Aol ARAI] HetE Aol o] FAo] AEA| ohert
O AAFEO] WS Ak FTT A FALYTSAL g 7 R BAGL
Ag517] 9o BAE AL, S RIS
B BAg0R T TP Ageks AL o] FAHIA olulshe ALl 7

Yol Zawx] echi

o)

ul

110) 471%, 9] B3, Ps1
111) H34, o] BiA, PP.71~72
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TPL BF A AT DA AvtE AJE] e AAJstal Qirt 20139 A=
£ AR YA sl Az AR Ee] ARl st lotEo] AEHI. &
BAZ A71716] Zietet HAEr|Eo] o]l ovt BA RO wgte] whet Zefa
o] 1) AFAstE BHog dk 20159 9gells MR ATY meko] FAlo] H
B, el Aol RN olgte]l 97k B4t BAE THAE M g,
15 sl A& 7be R mAPolH, o] Aol FRME W] 35T, & AMED
S=9] diti ANE EAloks FATR(S000% F2 gH)7E ZEE o] Utk

DPL e TFA9| AP ddem Frste] 20169 390 2% 370
DRAE, FUX 2|, At §-9&I2| 5 AEsoitt. 3719 ZRAEES AR}
ZA5HE 50005t frE2E st TF2] 371 A ool A o] R E HAFAL Gl At
E J2E ¥ IRAES Qshs Al MR A ZRAE 24t of2fRt
DeAEE 87 A e W 182 FEshal A ge S A =4
o Jitt AR B2 o, S T2 Eeh Antloll= A7) FFY AL 2471 S|

80007t =& FARIEI2)

b0 AR FAAR AEA Zeso] shelAl 201580] “AdeHE - A
B selrebs AntEAE 3L TS o] FAe 94U 2o A
S ST ALE T4 4§02 52 S 2, 98 ARIE P l
o HolE E7okn FAHOE AN ZAE F8 2R, B4, B4H Ad
024, 115 ol80] 21 40 SIE. A% K5 ek BaAolol 24 431 25
of PHoIA Aal2 Attt TAL 2000871 F 59 28 AP ook

4 1o M _ll~>

rigk
o,

112) [ENZIFERs A THoEEFERERE, BONCBT 2 ToT & 2Av— b ¥ 7 4 OWFERA&ICEIT 2 Bhia), PP.23~24
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1 dlolg @A - o= - Bg T 3

o oA k] AduE et gol Aeld 4 qnt

@ 1Icrel=

- 4G9] A5k A9 HANE A
- A ZE 7oA BE WiFi, 8t ATHS 400740l A A7

- 2535, Zoiel, A, B3, vde z2Ae, dgAg 7179 4ol 7k
2712 )

@ 10T} & Ho]E

- w2 Aol AINE Axste] dA Aol wEEks Sl

- AA 2 23 dlofele “ute] - dloje el mt2jAle] i dlole|(FA7]Te] 4
Hoh= dlolHe] 37 & F7Heith

® wlolel Te
- me Ao oadolmel e - Holelg B
- lole] AEjR WEe dole Aolgla

- SIG 3D =2AEZ utg] 7[2E 3DE Rd3}

2) Hlojg A - & - &-& WA HA
D U0 AP E ol ] FE4e B flol ssHlelE A
= ARttt A2l 570 =7 At E(service-public. fr, legifrance.gouv.fr, impot.gouv.ft,

education.gouv.ft, sytadin.f)E 5ot F-5Ho|HE NLotl, T2 EY] A &
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ol & HAHO= 2011'd Etalab113) A7t o] ¢ HAYHAA] Y data.gouv.frer

e 350 U dHlolH /S gistal Hole AAIE S31A17124F 2016
d 109 79 oA EEekES 9ot —;c__'r(LOI n°2016-1321 du 7 octobre 2016 pour une
République numérique, Digital Republic Act, |5} HAE-3a}=t),= Aot A

g A" 7leo] Afet ¥E 29 Al Hellgke =7k Hola Abe] Auto] shfg 4
Q= 71812 QATSIT Qlow, Weknh Peish 7RIS <msold AR uie} 2t

Az 43t ORI 2E 20| Wk
o Hole g Ao] A5 S
o dolgFEAe] 37 Auls 4H 74
3 %

o F¥o] T 7= HlolE g AT HH Hlo|E(data of general
interest)’fl'd A9
o XA =7

dolg 3 x4e] hat

Yo o WEAA HolE o540l U F48 4 Je TH #A 24
g ey | 0 VIR IR EAE B N =G 4
Aoran ws A9 | ;E F;] goleol tiAE Aulze] 2T 4 ol Mze tAd U
o of o A50] AT Aulzo] diat g o
S el | o gofE 9T e Al d2d aes
A2 g o A8 & g Qe W% B

4) 2ZEoFAAT A, «ZF L0 YA Fob= Ho| FAFY, GASWEHARS, 2017.1 F=.

https://spri.kr/posts/view/21672?code=inderstry trend

113) ‘Etalab2> & &0 QAEHRFAALES A} 7|72 2fgs R eEholy ZHQ data.

gouv.fr& Peloh= Y75 FARTE FAH R b2 AFE 1AS 3’— .

* Etalabe 84 50| 915 2ok 3/ FH0 BE 2 A2 AUt 07 150 taRlat
Z} B21e] 3] 7]tk

o =7h 3% 71, 9 S A 3= BE 3 AEE S AR5 ol & == 370 HlolH
E%ﬂ% www.data.gouv.fr& 7l gt

o FARE A 3 dlol® 3/ & tlolH 8t FHof 7]tk

https://www.data.gouv.fi/en/organizations/etalab/ (2018.10.9.3]F+-2)
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114) A SRR ARL The HE
hitps:/www.legiftance.gouv. raffichTexte.docidTexte=JORFTEXT000033202746 (2018.10.0. 359 F12 =
HELZAT S5 0|2 (http:/law.nanet.go. k) oA e B3 =] A3 MYES & 4 Sl
115) gADgal=84 A720)A A2427H4] Feleolgof tha] &kl St 279 W82 o33 2ot A
172 contrats de concession®] #2718 J&ﬁ’l ool A, Alsx B A9 e BXg ok FAA}
o glolg] F NS5, Al19% INSEE(Institut national de la statistique et des études économiques; 2% INSEE, =7}
BA - AAQTA) Y] mHole FEE, A0 E AR E] U 9 I Hlojge] FAgolg, A2z
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(1) 2FEAE F2784

=L HIEYAIE 20159 490l APFEATE] el “AntE Alg| Hef Wl e T
sttt ol w=d HEYS FH] Rl AnEAE R 5H7] ffeiA ICTE A=

oz olgal ygow Hol gtk
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o Aol ylge ket Pt
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f8 299 01§ A7, A UA o) Fl, uA @ g Z7}
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7 HAAQ A S Frots Y Bz
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T Aul2o obdd A 9 HHs 2

R DI EE I
- At ZAso] A sRAY
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@ AUtE AJE] A4 F23F o] ICTAIAH], AH|A, ofEg|A oA Al
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A4 BAS 7|Hto R k= FH AAEIRE S GALILEOA|AH])

116) ©]H-2. “Global Open Data, Now”, et H3}:E9, 2017 vol.1, P.18
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http://www.mlit.go.jp/pri/kikanshi/pdf/2015/58-3.pdf#search=(2018.11.9.%| &)

118) #AIA= « FHIEEL - LK), 9Fe] B 1A, P43

119) $5KR5L— « sk - B, 9o H1A, P43

120) $5ARBAT « RIHERL - BILIE, ok HI1A], P43

121) Open Government Partnership ZH0|7Z] {82 okt 7!
https:/www.opengovpartnership.org/stories/germany-finally-has-open-data-law (2018.10.10.3] ZF5-=)



Are 2sExezor || 133

ARE ZH1 Qe 55 G2 AAH R gxet | 2 AR Jla, FF v
S A FEoR Y goleE Ay FHd, mtﬂol =
A5k Fdste] o] F SIS | Qo S 29 712 A-s|= skt 2013 9¢
2 A (the coalition negotiations) SloJof| A gholE Uj-gof uhet AEI} Open Data Law
AT ABAE TR, o|F Y PoH “ELHF= /TS otEY
I(the Open Government Partnership)©l| 5-7Fotala}t ghct. Al His|HA| Hjoje] WA RS
TR o2 YA

I'J > Al rR

Ay A 7|7ke] R St FoTlolE H2 a2 oA (public agenda)e] YE7}
SPISAT, FEAS] UFA 1S AR R HTkE A%A Hck Eahe of
9] A (Konrad Adenauer Stiftung)S 2015 12<€¢f do]e] AT AA (Conference on
Open Data)E 7l2[5k31aL, 2016\ 4 W= ALFAF 2]=20] 570 tlol Au Ao
A A A o] et 7S TR Uobrt 2015 F 12 Hofl AER WY AT (New
Responsibility Foundation)®]2JollA] 35 AlFl ALS] o] 4 =t o] FA+=
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50) Biosimilars in the EU, Information guide for healthcare professionals, the European Medicines Agency and the
European Commission, 2017, p. 5.

51) Hpo] Q@ oJekmolghy, Sh=gHlo] @ OeREH S|, <http:/www.kobia kr/sub01/sub01.php> (2018. 5. 26. & W)

52) Biosimilars in the EU, Information guide for healthcare professionals, the European Medicines Agency and the
European Commission, 2017, p. 5.
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QutHolchsy ARAo|oRES Azs} vlad FeelRg e Sof 2] Fols}
ths9 T2y §5t G4l ofst b Aol JPs ARAclekET} e iR
oo olokze Hlol Qe AR, £ ulg B AR AlAEl SAAHDNA) XS
o ofal] AZHTES Z, ol olokEe 727} Bagelrht Azl AMEEI Al oE
P)%, BA7IE SO TRt 714 - eshS(Knowhow)?t Bashu e swate] zighulol

Hl A Yrse) 53] GAIOloREY] AeIAE AFske AL - nEo] Alejoh ulk - 4

A 340 Az 27o] B GRL w1 & ek wrebd] Ans A2l s, Az
Ay B PR EA o) AES Sof offw, Azo] B 1Y slet =597t
Bastks)

o] @ oJepEe] 7tz A2, Aol B4, 34ER Y oFw 5= olE
Aok 4Hde] Blzu 2 mEe] Wl Suekan g

(Contract Manufacturing Organization; CMO), % QIAAIS - ALY 7]%4(Contract Research
Organizations; CRO), B "ol th s 7] 9 (Contract Sales Organization; CSO) 5 7}A|AFE
(Value Chain)®] 7} SARE Eshs 22U A9 Folal, Hiolerleo] Aol A&
He HIFo] AZeS ol Aol ¥ FEHAA e UtE8)59)

53) A G, N4 FERG DB OB & frEE ) B GRAREE ~ BRI TR oBIRE & Al
B0l kDENDEZ L ~, p. 9.

54) =il B, G L, FOARRNIHETZIC mF 72387 L WIREEOBEE (1), BT L WIRERIC W R PERE D
BLIRMEH - kT, p. 453.

55) Biosimilars in the EU, Information guide for healthcare professionals, the European Medicines Agency and the
European Commission, 2017, p. 5.

56) =il =, 16T L, FARRRNIHAIRI mF 72387 L WEREEODIIE (1), B L WIRERIC D W R ER D
BULR L - F75R T3, p. 453.

57) M M, oS A FESEEOTE L F e 28RS T 7242 S, p. 22

58) Kotra, [~HA @A XL E] Hlo] QA 2H: Bio International 201794 E&{tt 228 E=IE(1), KOTRA 1€
A2, 2017. 8. 3. <https:/news.kotra.or.kr/user/global AllBbs/kotranews/album/2/globalBbsDataAll View.do?datal
dx=160179> (2018. 9. 3. & L&)

59) o|AF HpolQoJekEL 7E -‘?Jr°‘°“tl°t Ho A 23742 7HEA% R&D 2237k vl A3, B2
] 713 el X%C" 7 QU dlzell B2 Al 9Eo] Hiol L ooFERotol o thRef FolEal Sith
“DHSIA HRo] @ OJoRRAIAF 2020 330%”, E7FA, 2017. 6. 12.
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Ho] @ olokze] Hao] Pt A4 F1Eoltt Aol girken $teteAL Hol
QoloRE BN S ABAAA, SAANLTCIHE, AEHFOIOHE, A olo}

zd
=, AZA=A|, TR 7A, T gl AFefefEti Aol dste Al so= 1

[HIo|29|%kFo| ERE]

CELER

Bj0|22/%F

Biopharmaceuticals

SURRIEH
* gh=tdto] @ o|oFZA 5] Hho] @ o]okEo|2k? <http:/kobia.kr/sub01/sub01.php> (2018. 5. 3. %% &)

60) Evaluate*t2] Hlo]E{#|o] A EvaluatePharmaol|A] A 2J§t EFof] = H, Z gl A& (Recombinanat product),
A7z A (Bioengineered vaccine), A2 ZA(Cell therapy), H2l=Z-= 3A|(Monoclonal antibody), =%+ &
L2238 A|(Monoclonal antibody(Conjugated)), DNA 2 RNA | ZA4|(DNA & RNA therapeutics), A2 24
(Gene therapy) 502 EFHTE £ &, il B, HAMNIHARRBA 0T 728 L Wik obgQ)7 7 /7
iz A 2 SRR OBLUR AL - STk T, A5 ERATEE, 201345 56% 9%, p. 611-612.

61) A FERNAE I &ATE] A, AU Ho|eAA AFY A} HZYA A= p. 20.
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AH3E Hio|22fFF AT HA
1. Q9IS o] oy

Hpo] @ o]okE Jidre] AAb= 1970 EAHYESHE] W] wEt FAE A
Z37)1E3 AR 4 Qe NG Tl wete) A-8siet ¢
o5 AZtEo]6) sfetgholofEo] mE/d watet Al Al A HRted
1980 B QIZF Q& AT EE(hGH), T HE,65) 28791 A (erythro-
poietin), YFHTZZYA=Q12KGranulocyte colony stimulating factor) 5-0] At 2 7l
ATHFHAAAN 25 vho] @ oJokE, Al 1A tH).60) 199012000 toll s A Q]okE 5 &
A OJeFE(A2AIH), 20109 o] Fofl= 7] AlAlel Fof Weht 7t 245 Agsl
o] Esolu M7IE =167 Hio] LH|E(Biobetter) S(AI3AIH), 20208 °]Fol= 7l
259, AEddA | ggolofEor HHE Aog Z|HTh(A4A).68)

M9
L
ol
+

3
o
1%

[Hio]22|kF ol HH 1]

o o Mo s 4 o

1970-1980 Th AA Az ’

62) 01713 €], Hpo] A2 ofs) k=] Aol Hio| L H|IE FAH o, Hlol e AHE|olH, 2018, 24%.

63) A i, N4 FEIEG DB OB & G EE ) B GRAHREE ~ BRI T AR OB R AT
bilzbickdbt b2 & ~, p. 19.

64) ATHTIGINTY, vlolQ. SRR AFEF, 4%,

65) QIEEE vl FHE FE] Aol AitE= ufolej Ay Tl S Wik
<http://terms.naver.com/entry.nhn?docld=1136454&cid=40942&categoryld=32822> (2018. 6. 3. X|& &)

66) TAIRE  JE—, /S A FEIGEEDBUR & A8, E¥) 157 9174 20134 2595, p. 495.

67) AR, Hpol L ooFE AR, 4%

68) HIO] @ OJOFRO] AlTthE & 3AIIE FEoto] Qlegdolu AR 2R 5 Ax el SHY AA, F=
FYA = Aote A oJoFF S AAY, A=A, A ZA SHE A3AH=z FEsks 9d=
ATk 1713 9], Hho] L Ato] A0 ofgf, 55%.
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Ao MO S 4 o
1990-2000 Th Al2A BAY oJokE A Q=
N2, Omics &8, Biobetter, Experimental
2010~ A3 o ° ;

GAZ B (EZ7DAZAR | medicine, FEAGAAH 5

2020~ AaA H7)%uto] & ook

* Craik DJ, Fairlie DP, Liras S, Price D, The Future of Peptide-based Drugs, Chem Biol Drug Des 2013
Jan;81(1): 136-147.

ojet T2 WH2 7 Aldidz @ sE Zlo] ol Zh A ufo] 2 oefFo] FEa}
= Jdoltt. &, A= AA| viol ook AP Woe il o225 Ao Tyt
G ofofEo] tiFZ-a AR5t 7 APe] gzt 2554 Qe ARelalnn) of7]
Hto] 2 HE{ (Biobetter) 501 /WEEIL a1, 5ol 4l7]aHtol L ofefzo] olof 74

ZAoR Holt},

A7 Qr A e =
= 5T Foolgied, olE degHel oA ARtk & = A
AEAFolokEo] g2 AtdAA o] EAcks BERRE B4 e FEoHAU ke
= WHOoR Msto] T17lo] QJofRol] H 7MHs e At AHA Hdel TR,
olgfgt T2 AEFTE FHolA o Fieh Amefo] EAfstA] Y= DAl =
At 71530tk spA|ek sketzo] Aol 9 E N AjlEA fast A2 YEll=

69) IAIFE  VE—, A ARG EZEDBUR & T, p. 495.

70) I R, NAFESPEEOFH . T e 28T 725 S, p. 8.

71 HA G, o34 AESRESB oS & B EE ) & PP ~ B TR o ¥ Al
LI kH LN LT E~, p. 6.

72) A A, o34 AESRE D B OB & B EE ) & RS ~ BT AR oBRE ¥ Al
LrdlckH LD I Y ~, p. 6.
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2792 s Zo] dhuiet ofAIA T G, B8] ALl AT Tl AL
¥ QololAli 7120] foRRO R o7 408 FEAZET, Aoko] Apuelq 729 o
OFES ABISHE 4 - AN LR Zlo] wh$- o] Wik ZuHH.0 2 2000
W ol AT GelelAle] Aok Helo] HefBL HepoR olx A HeirtT)
S, ol B FulEE, gxstoln 5o IRIAL A% WEE o)z Sat
31, ACKSIAR A olelgt Watgejel o] Aepe]o] Lol 3—7—ﬂ%c1, 18

rCooHE
o
o
18,

oM el Al &2

oS AU Aol Vsl PAGES) e fUARA S o) 23
Z13LS o
2TV =2 22—

Josle 9lo] Wt 74 - A EAs 1 ARHe Bash 994
E

Aol 7hsottt. 20034 Q171 }71] I 2 E(Human Genome Project)’9)2] ¢t

PR A 24 gl A o A A R ol o A g
< YOo7|=7PF AE AL 91a1,76) 62}?1]94%*% el 71eH o R Tgo] il ot 4l
[e]

e 8 49 %*(1%)01 oF - FHEE 50 I AggA ez ot A=

o, olelgh Aol Mze AW F54S ANl ol= ek

EQF ofofEe] $92 frad(Ee)d PG (FAS) O] wde dste] wHshe A
Qe 2004\30f] AT FESAIHLAAEA]) B2 (vioxx)8) 0] FAE ZA| 5= 7

73) A G, A A BRI 0B & B EE ) B IR ~ BRI T MR o B R Bl
brdiikdbNbIE~, p. 6.

74) HA FRA, /f%?f@%uu/ﬂr@éblujk}k#l_l%IW) B CpIREE ~ RS T AR o B E K 2 BT
57‘*&) RHLNBIE~, p. 1.

75) A EZ 2 E(Human Genome Project)= A AES 75 A4 DNAHIEES HXZ 19904 74
Al FAZZAEo|tt 20034 AZMAES] AA| DNAHH Aol AA= Gt AR EZAEL nj=S F4
o= G B mEA = Z3o] X 67 F7) 247) 7]o] Ak = W, ik }%?: F 2
Fﬁmfmkth?é‘f” — AL @k‘i}?’—b{%uulﬁ%ﬁ 5254237 b =, BEHPERLCRIIER, ) H—F—
s¥— 1) =2 No. 56, 20134F 3], p. 13.

76) oA, WFAEI o5 - AFEUA L L T, PG BT AH)2413] F7|Shatars] YA R,
YA O|ZARSS], 2017. 9. 16, 27%.

77y A ARG, 34 A BT B oS & FAE & R B CpigriRE ~ BN T AR OB EEEE AT
brdizkdbLNDEIE~, p. 1.

78) Ho] L&Ak n]3ko] WA (Merck) AFS]A} ARt AEAGA ol JEY 2 2
o]& A= AEToltt. 19959 1] FDAREE Al 5918 jgrot A3-4s 5
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712 B|(%) FDAZ HIEE 239 $91 7|0 QAL FASH Zo Wake 57
ol FAREL 54 Bao] ¥ BUER Agotnz Pagel gadt Ak
E0] 9L, %91 71 %] g W] YT Aok

ArolerE4 HWho] H o2 u'JrE]r(Pharmaceu‘cics Innovation Gap; PIG) a|
[e)

=
Hro] @ ojof W 2 71E ofE o] HAgS FAaslstal Bl (target) A EAS et

2. Ho|Q9IIE ool TSl T

(1) AL A

= FHIO] Heto = A fA|Fel (Regulatory Science)®] ¥ O] 7 iﬂi ‘}'llﬂr.

ATk «7lzdTo] ofsld BAE Az AE - 714 - el el R
oA AFE ko] WA7IES Tt el BoA] AAeks A EE <afslr| &)
Qe At ASlo] B8 FE AL BAo= T /e A8 o2, 57}, B
2 S, Berlao] ATHE ARt ALsle) 28k SN Fbg HkAsA 248 i
geton Rod 4 9t

2} 20049 94 2734 AA7t AP ATt vRo]SA [vioxx], <https:/terms.naver.com/entry.nhn?docld=1208219
&cid=40942&categoryld=32818> (2018. 6. 26. F TR

79) FA G, A FESRE oBin & B E & ) B IR ~ B T R R o A Bl
bizbickdbnbZ e~ p. 7.

80) Bio-Pharma Korea 2020 WA, Sh=rH AAAX T 2014. 12. 9, 103Z.

81) FDA= /‘J"ﬁﬂ‘du ABEC] W2 AL 2141719 4195 2041719 BrPleE ek Qlnk = 7401 A2t
I Z1A3H v} Qlt}. FDA, “Innovation or Stagnation”(1), “Critical Path Opportunities List”(2); 11111 7%, Bk

BT AT == 1HEHOBLIR, p. 435.
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“TAFeholeh= gol= 19879 FEof|A PE= R AvetA A Mitsuru Uchiyama
HPALol| ofsiiA] FE 1AL, Tt 1996 = AohaA Eof| «olofE ol Bk A Al
2] 313 (Prospect for drug product quality: Regulatory Consideration)”2H= =& W3 s}
AR FAZ 02 F8u] A2 o] R Tk AT A Azl 7
22 BHoR o B vt Tishlge WA Atk Heo Helsik ol
o A= 1990 Sheila Jasnoff7} Z19] # 4] ‘The Fifth Branch: Science Advisers as Policy-
makers’ O A ARgRE Zlo] F|Zo|t}83)

@) Fa=olAe] ATt 3

n o=

Aol A= Q1 Tl FDA AH4lo] 7|2 AFEoFE 7= &lof Z7|9AZRY =
AR A (National Institutes of Health: NIH) - SHA|ete] @Eof oJs|A] A sks dg

a7 Zsha ks

rulo
r*°

5] FDAL AL “FDAZ} FAISH: ABSY 4, Sad, B4 9 452 ¥

7tok7] Qg A2 T, 715 9 HIES JHskE 75P(the science of developing

new toos, standards and approaches to assess the safety, efficacy, quality and performance

of FDA-regulated products)©. = ©Jaljo}al T} 85)86)

82) Uchiyama M. Prospect for drug product quality: Regulatory Consideration. Pharmaceutical Technology. 1996; 20
(10) : 44-52.

83) What is the regulatory science? Concept and history in United States and in Japan — Interview with Professor
Sheila Jasanoff -, Clin Eval 39 (1) 2011, p. 2.

84) U.S. FOOD & DRUG ADMINISTRATION, Advancing Regulatory Science.
<https://www.fda.gov/scienceresearch/specialtopics/regulatoryscience/default.htm> (2018. 6. 28. Z|

85) U.S. FOOD & DRUG ADMINISTRATION, Advancing Regulatory Science.
<https://www.fda.gov/scienceresearch/specialtopics/regulatoryscience/default.htm> (2018. 6. 28. & W)

86) FEo A 27 ok, o sk 8151 Boel A Alete] 4=0Jwl1 9Ick. What s the regulatory
science? Concept and history in United States and in Japan — Interview with Professor Sheila Jasanoff -, Clin
Eval 39 (1) 2011, p. 5.

HE)

ofN
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£5] 19979 TFDA T*ti&},(FDA Modemization Act of 1997)2] A3 o] 59l =t
DA 4 AL ARE ozt oofE 5o EAder AR, APSEA
5 AA7199 A9 E]lste] Hlo| e oofE T A= Helred de
ﬂﬂ ALE8N o]E FHote AlE FHozY Ao tE UtE dxshe A
F = AA 9] 52 S 4 At FDAE o2t AL 18 AIAIE 2E5el wet viol 2
olefEotell HishA =710l the 4 e AL AL Qlrtsy

[OI=oMel FHatstA T MR =]

[*]

1

1

—

H1

[¢]
r{o

-
Ry

S

712 ATSZE(NIH) =<1 T=H(FDA)
- G7ARA O] A, A — g4 - Addlelg s o 7hA
- A RA TR WA S 5 ! PR H Y AT 5

a7 - o7
Q710 thed WG] A, A - ARo] EAF Ho] el (Biomarker) B4R A

gr &
=2 o

olrt

A TG, A A EIEG B OB & FEE R B FigTRE ~ RSB T AR o EEEE
Al 2 7280i23kd> 5% 2 8 ~, Mizuho Industry Focus Vol. 156, 2014472 H, p. 21.

9
FHALY] SAG= FHAFEHEMAYS A <ok 54, A 3
FaA Hrto] H-gotar oJokEo] gfo] I Afo]Elife cycle) AAE BEoh= 1A HA4E

Aol ARZ Aok Do) b2 F-E(scientific discipline)™8). & A oJ5kal ¢Ir}.0)

87) A BRif, A AEH DI OB & B E & ) & PPN ~ER T RO BUREREE Al
B2 kDdHEN BT L ~, p. 20.

88) A i, /<A LB OB & AR L) % AL ~ R ECRIROBRIE RS AT
b1 kdHLN BT & ~, pp. 20-21.

89) Range of scientific disciplines that are applied to the quality, safety and efficacy assessment of medicinal products
and that inform regulatory decision-making throughout the lifecycle of a medicine.

90) European Medicines Agency process for engaging in external regulatory sciences and process improvement
research activities for public and animal health EMA/14946/2013. <http://www.ema.europa.eu/docs/en_GB/document
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F|oll = Hio] @ oJorEfA|et Telste] fFAete] Fa o tieh Q14jo] AU
Atk =, 29 5 717 SHPARQ JoFEo = 7]71E 47|91 (Pharmaceuticals
and Medical Devices Agency: PMDA= X|T7HA] AI8AH 0 24 9] 7]50] Z3gat, 4
Alpete] ol thsiM= a=Aold Zog F7hE Al itk FDAS| ARI/ASHA =2t
SRR AT I E0 e s, 19} 28 Q] Aol ¢
5t 20141 7] PMDA®] Q1] 256791 5 F2?t dl-gol A Zstrh= Zot.99)

olafst 2|1 e Talsle] YR PMDAL TsHo9Is|e] ), BUA AFEH, YA
F1ESAA PT 5ol ofslA OloFE, ol=7)7], AelzEAEe B, a4 U oA
o std A4 wket BAetn Aal) o1, B - weels] el
WS

4 ]
de AF20=m vEstal girhoe 2018 4doll= Al eHlE & Aot Hd &

_library/Other/2013/03/WC500139888.pdf> (2018. 8. 27. & W)
91) Ricardo Molins, Regulatory Science and Regulatory Affairs, JRS (2017) Volume 5: Issue 2, Editorial.

92) What is the regulatory science? Concept and history in United States and in Japan — Interview with Professor
Sheila Jasanoff -, Clin Eval 39 (1) 2011, p. 5.

93) <http:/www.nihs.go.jp/dec/rs_en/whats_rs.html> (2018. 8. 27. X|F W)

94) A2 «ooFFolu 977|719 Axduisds A ArpHE FH O ke AT S LRTh
TS, EATEERER & S, HANREESMGE 596k 45 - TI1994T10H, p. 825.

95) & FiE, o3 A A EIN U OB & JHE & ) B BN ~ BRI TR IR REEE AT
bllkdHEN BT L ~, p. 21.

96) PMDA, V¥ 27—V A2y Rt ¥ —I2OWT. <https:/www.pmda.go.jp/rs-std-jp/rs-center/0001.html>
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o A A% - AFetd
2. ARAAEolEe] BB Py Aol 2AT SRR - Blol slodale FolE el
o
Adlole o] 4 - 34
5. AAAEAR 5o ol2vt 29 U= HolE(rel world data)S o83 ARG
e MID-NET®: Medical Information Database Network98)

.‘

ot
R

* PMDA, V¥ 27 b)) =P A2 ALy =IO,

42 Hio|olofF AAEAS A H =AIE

1. DI Hpo[0/0rE T

A AdEet AAY feluRtolAE vl oorES dRMH o AEofofEor 7
2 9tk J2dd A refA ol E Hol ook WAl AeolefEelete ol 1
e ARESHAY A efatA] ofstal ) vrol @ ofofE iA] BEookE we Fol 1

st QA& o} s}t 100)

(2018. 8. 27. ZF HE)
97) PMDA, V' ¥ 27 M) —=H 42 Xty 7 —i2o\T.
98) MID-NET® 42| 57} A/ L& F56hs HoleHo] 2 g 07 AR =19 mrlyte] Hfshs M&
H] A LPA A (Karte Rezept) 59 AR B HE dlo[euo|Adtsto] I71& siAstr] 915 Al ARIS et
99) FFHE T 'Y FE W HE, oAM= BEYoFES AYokA] ot A o] jo] 28 tFer FAst
2 AhABE AllD).
100) TeFAHH, A6, Al52%, Al53E FollA] Hpo] L ofoFE 2] AEOforEe] o] AAll 1 HESHA AA,
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LEI QA A AR b ) 0 Aol o] dyelors
E )
— 11—

2. =9 R HEHCIFMr 2N

olgut e Aol BAHO] tF A4 o] Hol o
RIS - 22]0] AFRE AT T oA ZAPEA 257
1

st Aesles 483 4B 7H‘?z_*°ﬂ A% 753 Anab] i BAst A 5
A% 5S¢ vt si7bIAre] Azl s WA 58 HeSt WES AYTeR

) Hehtol 9ol E Y] Bt oA - REAS SHRokL AEAE £35k] IR
Pl oluAlsh e BHOR she <Huulol o CloRENe (P4 oY thET e,

2017. 8. 28)°] Al20t] =2lof AF=eo] k.

(1) ko] ojokEroto] 14

Aol @ oJoFEHete F 7K S5/ B BAog FgEof olv, IA FAA!
), devte] 2 oJorge] sl7HAA), @%ﬂ}omw o] b (A3%, Aol
olorael a7t A9 S(HId), HEATY), ZARE) R EHATH R Y.
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(2) HdHlo] Qo oFEHRte] 8 iE
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g WAAETAL] Arfer} mElo} et

154) Tl AYO)BE AROloRE 02 FASL Q) WRA AolE, B8 Z7AR MRS Agel
OREO TASH ] AL SN RS 1 A nRe oA, SE4, B4 A

dhet A9l 4
o= ARk} Hlge] Hel
T2 A 8sE oh
w4 o 271420

917) o] AR oloRETE 2] Fguolof Atk o] glrk. % FDAC] Age
5 - AN, AR, BBITL AR B2 AR AR F 245 A
AQEE QAT WA - e Bibshn 349 Asfela Qs F7AEINA

w1, ol ghtsti fesh sob gtk Aol Izlolt ook Tel BE3I71E

o
L
i

o
9

FU of
=2 2
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PHS) A361% 5 CFR A21% A|127120] wet 25 AlF159150S A2l AlZA =
Al(cell therapy), 2] 35} A& (therapeutic tissue engineering products), Q17F A|Z 2 =X
2] A (human cell and tissue product) == 123t x| g o|L} AlE-S o83 B3 A&
of e A, @ F54Y e A Aok dWolu 4= A E(treat), 57
(modify), & (reverse) T= | F(cure)ol= A= FHo=2 o 71 @ 4] I SH7}
offd ojefgo] ‘HlSE o= 48 (unmet medical need)E AL Ao A= HE

9 o2 Aol gtk

A7) A5 2 s 2] 52A4 o “HE2] = A (cell therapy), A= £2] 5}
A& (therapeutic tissue engineering products), 17+ A|ZZ H Z 2] AF(human cell and
tissue products)} ©]5 A =AU AlE-S AHSRF E9F Al (combination products using any

such therapies or products)& EA|7]2l QITh,

RIA7] A 5H 2 5] A g Bt 5els 7= HAE FHlsh] f17t =
2], & ARG ol m 2] 7 A A A (Regenerative Advanced Therapy Designation; RATD)
£ Aol A B4 S Ao e AR A A (Investigational New
Drug application; IND) %1 4154 = 7]E& INDO] §17 591 A1 A5 FDA Ho]2.9]

OFEH 7FAAE (Center for Biologics Evaluation and Research; CBER)!57)¢f| A|Zdf|oF

il

719kt S AE - B9, 27 AW SV EA B-S EAelA H-gol= E29E0] STt §lo] 2t
F 18- Zhobar Slerl, @5l AARE A9 o ARt S-S FDAC Fofste] gate] hiAds |
sfloF gt JAT Qlt}h. Barbara von Tigerstrom, Revising the Regulation of Stem Cell-Based Therapies:
Critical Assessment of Potential Models, 70 Food & Drug L.J. 315, 315 (2015); Paul S. Knoepfler, From Bench
to FDA to Bedside: US Regulatory Trends for New Stem Cell Therapies, 82-83 Advanced Drug Delivery Reviews
192, 193 (2015); Leigh Turner, US Stem Cell Clinics, Patient Safety, and the FDA, Trends in Molecular Medicine
271, Vol21, No5 (May 2015). S7MZ7 S ABOJoFEC R Ao nhe o] AT A w4,
S7IHZ7 R Bl it wl=o] A ARk v AW-aB-AT AoA A3L, 2016. 6, 81-2%- & 4.

155) CFR A218 A127120] e} ase AE2 AEdE 5 A Alx, 22, AX Te 24& 7o R
QF A&’ (Human Cells, Tissues, and Cellular or Tissue-Based Products: HCT/Ps)©|tt. HCT/Ps®] o2+ ] It}
o, Ak, AR, 2 228 9 AdE f2) 2857 AFAR, A7jd] AHge] BHow
B ABAE, A B 1 uke] o2 AAzH0] Eaksi), o|d] @HH= AL op,

156) Al A= rEEEAM, A3615 2 CFR A1 A12871. 3. (d) (1) stllA9] ALEE= A|Z(361 HCT/Ps)
of tholA IO AXADEEALI} niEe] ik

157) CBERZ 1| FDA W A& 28 AAE Aot SAUAE ddots AEoltt (/39 A4S Aok
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Q] 18)159) e g2 w42 242 WO H FDA+ 4145 (accelerated approval)
off Tt FAA 7HsAS =ofol] At 7] o8-S et oJokR AL - A

AHexpedite development and review) ZA"E F{olloF §it}.160)

[O0] FDAZRE SQUAE2 M= - FHXX =2HF]

HE3 Y
ALLOCORD (HPC Cord Blood) SSM Cardinal Glennon Children's Medical Center
LAVIV (Azficel-T) Fibrocell Technologies

MACI (Autologous Cultured Chondrocytes on a
Porcine Collagen Membrane)

CLEVECORD (HPC Cord Blood) Cleveland Cord Blood Center

GINTUIT (Allogeneic Cultured Keratinocytes

Vericel Corp.

. . . Organogenesis Incorporated
and Fibroblasts in Bovine Collagen)

HEMACORD (HPC, cord blood) New York Blood Center
Ducord, HPC Cord Blood Duke University School of Medicine
Clinimmune Labs, University of Colorado Cord
HPC, Cord Blood
Blood Bank
HPC, Cord Blood - LifeSouth LifeSouth Community Blood Centers, Inc.
HPC, Cord Blood - Bloodworks Bloodworks

2 O]oFE 7} AIE (Center for Drugs Evaluation and Research; CDER)©] B3I} . CBERS AJ&E5H4 A|

AL st aatdol olg WA she Astsel/l ol87ksd A& HIUoRMN g Host

AN = S @YETE CBERS R A28 AlA9] ehdsia 7%*@0* A F3617] 97t RS
%o A3} About the Center for Biologics Evaluation and Research (CBER) <https:/www.fda.gov/AboutFDA/
CentersOffices/OfficeofMedicalProductsandTobacco/CBER/default.htm> (2018. 5. 15. =z H]'E'

158) <https://www.fda.gov/BiologicsBloodVaccines/CellularGene TherapyProducts/ucm537670.htm> (2018. 5. 15. %
H]-El)

159) ?HH, 20174 112 16¥ FDAE "21417] 2129 A Aol B 142 AP fste] ey olax]aA
o AN 9 HA%} AR AZAL WIAGA) B e B EBA 42 neelAE W
o] 9] Aclle HEAYARARA AW Zr e HFerT Sirt. TAHAZOFEIEY, A506%
(95 F71E 214171 A=K, A3033% stollA QJorE 9 AAesH AAle et 22 842 S50k Hd
WA mA= AT 4 ok

160) FDA Law Blog, FDA Issues Draft Guidance Documents on Expedited Programs & Devices Used with RMATs
(Part 1 of “The FDA’s Comprehensive Regenerative Medicine Policy Framework™) <http:/www.fdalawblog.
net/2017/12/fda-issues-draft-guidance-documents-on-expedited-programs-devices-used-with-rmats-part-ii-of-the-fdas-c
omprehensive-regenerative-medicine-policy-framework/> (2018. 6. 15. & W)
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Alz{O

- O L

BioVex, Inc., a subsidiary of Amgen Inc.

=B o

IMLYGIC (talimogene laherparepvec)
KYMRIAH (tisagenlecleucel)
LUXTURNA
PROVENGE (sipuleucel-T)

Sterile Cord Blood Collection Unit with
Anticoagulant Citrate Phosphate Dextrose
Solution USP (CPD)

YESCARTA (axicabtagene ciloleucel)
* <https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ApprovedProducts/default.htm>

Novartis Pharmaceuticals Corporation
Spark Therapeutics, Inc
Dendreon Corp.

MacoProductions, S.A.S.

Kite Pharma, Incorporated

(2018. 5. 15. #F L&)

Olt

3 21A7] AR, B - 1% - AR 5L Hed RS Aeel,
7A omwr|7] &g

A} o] 2 2] 24| (Regenerative Medicine Advanced Therapy)@t €
& AEAE/NE L2 158 (expedited product development programs)=

?\‘L‘
r !~H

o= A2-& HkS FDAY Hofskar k16

ufel 2147] A2, FDAY oloRE, et
28 99 Gl B85S 243
A

£ oo e A74S

l‘-‘.Z

FDAZ} o] H fde Pt Hl§ 224 ARSE 4+ 5 9d &

o
SAFALI6) F2 YA T U] AR 7] 6.3 E2(billion)

[e]
1= AX

R21417] A &R,
500 million €&

o 71FE AU

161) FDA, 21st Century Cures Act.
<https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/SignificantAmendmentstotheFDCAct/2 1 stCentury

CuresAct/default htm> (2018. 5. 15. & U8)
162) 42 USC 201 SEC 1002 (b)2)(A)
163) 42 USC 201 SEC. 1001 (b)2)(A)
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21A17] A=W 2 AFAElA AAF i ol=71717F Bso] Qg Aol 1%
2|23 o] o] YAAE Zeflohx] ¢l ofd Ao m= gAY AR AHA R JF=
n 2] 2] = EA AR AL <q12]of| o5t 5] (informed consent) 2712 HAE 5]-&

@) Az B A" A

1) AN 1(HFAY B2 B A o] Tt 414 2778 Expedited Programs for

Regenerative Medicine Therapies)

rSoAgl B HeA el mA mAR et A

JF
1]

271 2%t (Draft Guidance
#1: Expedited Programs for Regenerative Medicine Therapies: RMAT draft guidance)(©|o}
Aol ez wA ALGoz 9 213etolzt dthe HeA oz 2 mAlel Bt 4l
SAAL ARA (T AE EZ 2 A ) (Fast Track designation),165) 7] AJ3 2] ZA] o]
vl g3} 5of FASH A AFoll sl 7ta 2 dsk=160 “HAl A 7A] AGA
I’(Breakthrough Therapy designation), ‘4145514 % (accelerated approval)167) % <-4
Y A1 A & (priority review designation)!68) 5 HH L2 T3] TsjA] A SEAL QL)

164) <https://en.wikipedia.org/wiki/21st_Century Cures Act> (2018. 5. 15. & =)

165) AEAAAZA e 19979 FDATZHEF oA e Alolrt. S50 AgAQl dee] A28 =4
o8 st AR Al Hsge ekl SjoRgel ey e 145E FsE 2e T Gui
dance for Industry “Fast Track Drug Development Programs — Demgnatlon, Development, and Application
Review”, (http://www.fda.gov/cber/gdIns/fsttrk.pdf) (2018. 6. 15. & &)

166) “[AeFFB71 2016 HUA] el E7IAIE A=t PFQATALE ol A3, SI-EAA), 2017,
4. 26. <http://news.heraldcorp.com/view.php?ud=20170426000300> (2018. 10. 10. ZF L&)

167) A5V FDAS] F5301 Ad o) S1ei4 Bact kel d5ee ma% F7HAAS)
FEUoRT FRE 402 RO RN ERMAT ot AR Aole] ARE BHAIIE ARE T

v, S EA AR i nlo] 1A A% 18, 935,
168) AAAL 2178 A = 19921 rﬂﬂuoﬁ%ﬂ&ﬂ 1(Prescription Drug User Act; PDUFA)Y] whet =¥ XﬂE
24 QJOREAAPIZHS AHa17] Slsto] FDAZY A3 0 23 E (UEEAAZIZEE 10719 HEolch el A
goll tislAl A& Fote® & A=E T3t FDAx A E50] $588Y A=A -4, a4, ﬂ";‘r
ofuf dife]l @A JjAo] Uehd ZoR Yt Aol AR ARt FDA, Priority Review,

<https://www.fda.gov/forpatients/approvals/fast/ucm405405 htm> (2018. 6. 15. & &)
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[O=2] 2|2%F 517t XM =]

= 4 B re ougl ccelerate . .
Fast Track P R
(Fast Track) Therapy) Approval) (Priority Review)
Z2% 44 A A1 AV 217 < H23 AV 217
o AlZ¥5E  o]5hA
gAY A g g
geE Amstel | L
— = o Hl= 5
R P E R T
Ag s A | o
LOO]L} ’IT—Q-%
e a9l o 9ot A}
AT AR | AR oS & RO TH| T
Nag =240z | Ads Az | Ao Qadal | T g; } o
sl Eleg E | 9 SeRBold | felel e b | L T T
£ W ARE | A WYY A s el|
5o 0F% 9|2 5o A o | A 15T 4 9
AAe]| 275}k
e R A e I N L H TN
st Zrledo] o] | o 22 vl | I g oW | T °= ve
AR 7z d FAol | B ABAES H | MR Ee H] B
F& U S| o YPHOR f b ol | L
. _ = ==
U ClFE | elTiE AR E e | D
« AA A | o dist] dA | sible morbidity or o corza o:ﬂ
. FE— . = =
A& (Qualified | & F& 714 | moralitys MMl | L, 70
. . . o A 10 0 1 = 1 i o T
infectious diseases | = 4~ o= o | ol EHYAE 2 CSHAA olf
product) 0 & A4 | L 4 e o | A A5E & 3 Apriori .
H(priority revi
we olRE | oE oA v of | PO IS
Ao =4 I voucher)} A
IR [ =22 I o
@Ay A
- - ™ o U i
ol dist] & | °°
1}§Zﬂ%£
Wt ggel o
29 JFE
st g we | NDSF W EE | Agde s8R (BLA,
0 o appy | L OTF M E AR @ AW NDA) EE RE
AR g | BT Tl | Ashib A4 AeE 03
LS re- - -
° otP phase 2 meeting) | o TSl =25} | (efficacy supple-
BLA/pre-NDA)
o7 A 2AF S| ment) Het 9
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I )2 x| AUEHAF (6_1“5}'1 Z-"h (:?j'?g?_‘li SMAA
e Nl = Breakthroug ccelerate . "
k Priority R
(Fast Track) Therapy) P — (Priority Review)

AR A
o St 9

G eS8

5] 7F A1 4 (BLA,

A A T NH R & NDA) F+= 8

FDA 841 7] o R L - Lo
60l 602 A ARAENA

.
e T 60

A A= 4 9l | Akt 4

g8Ael oekxz -
A anE A qﬁ;j £ oA 2t | A AR U5
7 gl
= 3 S s SfR | 7}0143 My Ee ST (@ Ak 10
KRt — = =
7 =235} ol o =
24 a8 23 Aol 2% ) | g e

AR AL R | AAARE 6719Y)
_ﬁ_

SR EE

i L | A% Aol o | i
v mepg | OV FE A O R ] 0T T wy Ae A
T/ = ° 2 0T o u -
A Fe BF A A g B L A7 ATl B
& 7Fs

AAx s | A9 Ax s A3

* AFOjOREPYTLY, SV EAEA N W A S 2016, 2017. 4. 19, 33%.

CHEAe|RA B A4E 1w A, 0] AW 2014, 4, AETE T
213’ (Expedited Programs guidance)d ‘554 Ti= AHP, ‘0|5 =7 £9°, ‘44
=

o7 Z93%F H4(clinically significant endpoint), ‘TH2E]AHH > (surrogate endpoint), %
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S

A H 4 (intermediate clinical endpoint) 51 22 - H
At} J12{uf CBER®] ofEA| $Jo} e A4 g JalSof Wk 242 7|&S AR

w2 mA O] 2§ ZlRA]el| wsA Dol Qlrt.169)

YA B B A ASTETY A2 AARARAE THTAE - ofoF
& - 3P (Federal Food, Drug, and Cosmetic Act: FDC Act) A|506% (g) (8)°] wH=
“rEEEAH,(PHS) A361% 2 CFR Al21% A1271%0] oAl F&== A Zﬂ
b MEZA| &7, 2| 2] 538 A|¥(therapeutic tissue engineering products), Q17F AL 2
Z2 A, T2t A mHolu AlE= o83t Eﬁﬁu} AE = olsfistal et o] At
A FDAE= A5062 (g)E Al Ev= 29| S5 Hds 7P s 4% fidos WYy

AEES bRt {22 & A (gene therapy)oﬂ Hgoh= A= ofsfstal Sltt. =,
FDA= Aol zof G ZA (gene therapy)E EZTACZH AP ol7 o] HoJE

Hot g olslistal Qlith170) FDAE E3F Al506% (995 A=ot4 AlF SdA7E sid

F
¢

o

Wi

=

Aol AAH ez okeshs 2w ave] gie 7]oE she 4 SdAEdESHA
7171, A=ety oo Es AEHH 717] dofm)el vt A BETA BA AHS

s185 Qlekim

2) ARt 2 HAFAHY B X 5A AFEE= 717]: Devices Used with RMATS)

20A17] 23R, A3034Z004 = FDACNA ARz 2 A o] o), gl B A
goll AHHE 7]7]94 Bt et Ade AP Ae oFet st Sl o] wet
FDAE 20179 11 A ]z 2] mAlet A= 71719] 7ol det A= 1H7dst

169) FDA Law Blog, FDA Issues Draft Guidance Documents on Expedited Programs & Devices Used with RMATSs
(Part 11 of “The FDA’s Comprehensive Regenerative Medicine Policy Framework™)

170) 201641 89 30¥ FDAE 24 T4 W& (acute lymphoblastic leukemia)of] Tt CAR-T 2| EE 502
ZH OlgoA ZHx2 §HA X "5A(gene therapy)S QI3 <https://www.fda.gov/NewsEvents/Newsroom/
PressAnnouncements/ucm574058.htm> (2018. 10. 10. & L&)

171) FDA Law Blog, FDA Issues Draft Guidance Documents on Expedited Programs & Devices Used with RMATs
(Part II of “The FDA’s Comprehensive Regenerative Medicine Policy Framework™)
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7] SRt A m A B A AHEEHE 717]19] Bt et AR QT (Draft Guidance
#2: Devices Used with RMATs)= U 3ict o] 23t B4R 2 AL T = 23]
Al et AR 282 as), ot ohe Aow, Ao g mAe oA
AHEE 7I71E ERAIELR Lﬂioh CBEROIA “A=zolofs <ol A4 Zap
(Biologics License Application Process: BLA) o}of|A] H7tE|ojof qith=

9ol ok, Jefu ol e oR 2w Ao ol T A SH4or AgdE
7 A 7VIEE S0l e =, FA] S 717l R Al A AE A
2’(premarket submission pathways)E ©]-§oto] EHA o2 Hrhd 4= QIrhin)

e AH= AR =, AM|EA] = (somatic-cell therapy)H £2]5-ot= 7|REe = <
o

Az 739 daAEs &K =t FHASS oot &2 AEe 1 o=A
29 Az wAE oleh= JEe Aoty AmAES AR mAE S o
7 A = o 2 A% (Advanced Therapy Medicinal Product; ATMP) S 2 3}l

A 2ol g Al E-2 Zi—E«X}i]i(small molecule therapies)’} 2&sEA] o5 417t 4
2, slAE S SRt A A=RE AT ¢ vke HollA B2 #ls ore
ULh17) AFA 08 A= qAE2 '_nLZﬂ A7t 2 atA" Ajlo] FE53t o7t
St 2 of| A 7o} Qi 1 H] ‘CAR T Al 2E’(chimeric antigen receptor T cells = 7]

172) FDA Law Blog, FDA Issues Draft Guidance Documents on Expedited Programs & Devices Used with RMATs
(Part II of “The FDA’s Comprehensive Regenerative Medicine Policy Framework™)

173) 3|7 A8(Orphan disease) 1T 10,000 = 59 olota WML s Yx7Ae 7 Ao HEAQ] ofof
E AEAE] AL B2t 5o} 2L A FLE ol§2 olHel BEBR 47 SH=rh. Ahmed Elsanhoury -
Ralf Sanzenbacher - Petra Reinke - Mohamed Abou-El-Enein, Accelerating Patients’ Access to Advanced Therapies
in the EU, Mol Ther Methods Clin Dev vol. 7 (2017), p. 15.

174) Abou-El-Enein M. - Bauer G. - Reinke - P. - Renner M. - Schneider, C.K., A roadmap toward clinical trans-
lation of genetically-modified stem cells for treatment of HIV, Trends Mol. Med. 20 (2014), 632 - 642.
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=)

leh 919l -84 TALE) RoplAle] et ol AvE AP0 Aokl 9 WA
wjg} EApAEo] A2 ek gol Felsta ok YRARIZAFS 1 4 A w23t

o AEoRA ST AN, A=l 1A 8 PNCEER) deke BRE Fhimi

FHA 200749 119 139 DA == A Zl TRF A2 QIet 559 A4 E=A]
rAddx] Zom A& B3 712, (Regulation (EC) No. 1394/2007 on Advanced Therapy

Medicinal Products)!792 eI, o] 12 ok 5ff 129 30¢2r=2 g & Q] ct.180)181)

175) Fesnak, A.D. - June, C.H. - Levine, B.L., Engineered T cells: the promise and challenges of cancerimmuno-
therapy. Nat.Rev. Cancer 16 (2016), 566 - 581.

176) 24 91535 ZAA, 1| FDAE 20161 8% 30¥ FDAE B4 FELA MEH (acute lymphoblastic leukemia)
of et CART =5 FAFo=HN ujFold Hz=2 A4 A=A (gene therapy)E AT HF ATt
<https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm574058 htm> (2018. 10. 10. & W) &
2 35492 20189 108 CAR-TAIEA| A ‘KTE-C19'S 3|44 AP = EAZO R AHetArt. “H
CAR-TH|EA| = ‘KTE-C19” 3]AdHof A4, FJAE, 2018. 10. 4. <http:/www.yakup.com/news/index.html?
mode=view&cat=16&nid=222650> (2018. 10. 9. FF UE) FA CAR-T MEL A 8A= ZIEA|E o]4]S I35t
A7 T2 A AR 27| =ol=T 9tk o]o| CAR-TE o483 YA B tfT+F AES o
O G JPAFNA S 4FHoE APHL glov), F4 B4 MEWS GO o] Amsu
k. “CAR-T ABAP FAE oy .- 22 g A5k T~ wWouhdsA, 2018. 10. 4. <http:/medipana.
com/news/news_viewer.asp?NewsNum=226054&MainKind=A&NewsKind=5&vCount=12&vKind=1> (2018. 10. 9.
e

177) Abou-El-Enein, M. - Elsanhoury, A. - Reinke, P., Overcoming Challenges Facing Advanced Therapies in the EU
Market, Cell StemCell 19 (2016), 293 - 297.

178) Ahmed Elsanhoury - Ralf Sanzenbacher - Petra Reinke - Mohamed Abou-El-Enein, Accelerating Patients’ Access
to Advanced Therapies in the EU, Mol Ther Methods Clin Dev vol. 7 (2017), p. 15.

179) Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on
advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004 (OJ
L324, 10.12.2007, p.121).

180) EUROPEAN COMMISSION, REPORT FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT
AND THE COUNCIL in accordance with Article 25 of Regulation (EC) No 1394/2007 of the European Parliament
and of the Council on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation
(EC) No 726/2004, Brussels, 28.3.2014 COM(2014) 188 final, p. 2.

181) TS ROl R AR T 72,2 SRR BACH AHEA RAG] BHAE 2011 128 30U7HA, 24
SAA FelAE 20129 129 30€7kA] 37| (transitional period)& T3l 1tk EUROPEAN COM-
MISSION, REPORT FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT AND THE COUNCIL
in accordance with Article 25 of Regulation (EC) No 1394/2007 of the European Parliament and of the Council
on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004,
Brussels, 28.3.2014 COM(2014) 188 final, p. 2.
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AR R B AFl et F3],ol = FHAA EAE(Gene therapy medicinal pro-
ducts), A|AH| X ZA|55(Somatic cell therapy medicinal products) % Z2]3-5FA| & (Tissue

engineered products)S 2|F9] ?F FP 02 HTAA RO AE (ATMP) &2 H 11 9t}

HAA 2o 5 A5E FHAY GuiolA Bafiolr] fleide A= W HANS
AXA FHOAFEZHEMA) ot TUHSF A XN (Centralized Procedure)o] T 591
& 'Tofof Qhh182) o, e moluAlEe] Al Tt ke 3=l AA5H

YOS Lﬂow g 202 50 FHNFF 52 B o s
L7, 7} L) Al et AYARE UASIES sHe Amochisy FASHAE
£ olgsteldl ‘O Y WAL Sistol JYHOR AR AEL ST AEH A= Y
o wel, @ TAZ FA/1E] wel, @ QYA AZEo], @ B HUA 9

23] AgaolL ARA Aol slol, @ fPATLe] 5L FU oA Az
T Apgrolets BE 948 SEsjolo} dit

182) fFHAg A SJekzo] et Al 5712 7] Qe B4 37| 271R)7F Qlet. &, EAMSY A XK (Decentralized
Procedure)?} 54853 2K Centralized Procedure)o|th. HAME Aab= A|Ws]7Eo] WA a7} (7] =7t
A= s 7] ek B ol Alwsl7HIHAME AEsof gt FYHED %ﬂi}% AlEs]7Ee] WA &
B} RRAE WA AT, SRR U AT AAEISFENA|O] T4 S o] ol
7t} Tidar Akhmetov. Rakshambikai Ramswamy, Illias Akhmetov, Phani Kishore Thimmaraju, Market Access
Advancements and Challenges in “Drug-Companion Diagnostic Test” Co-Development in Europe, Journal of
Personalized Medicine, 2015, 5 p. 217. oL WA O & Q1% WS ZRIVM= 7R 02 Ao Ye] Aol
tﬂoé]\:_}ﬂ_}]{?‘g:]o]],]— FACJE 5 Ho| L OJoRE, SR, ¢, dlo)=, W, AEHAAS A7 HAde 1

Hro] el EA, Ho] 1/\7&-\['%_401:;: of disiA= ES—J““;‘*‘)" oJqt %‘0378%%7‘%7\]'7} o) F 3= o] glrt. Ab
”” FQ Aoko] R ZAAFHHAAE AAoF STt JETRO, JelE S A A EHGEEA » 7 7 DA EIT
Lty AT, 2009, p. 18.

183) Ay, T/ il 158, HEEFHC BT 21 ¥ 2T b ) — <20 PUCBIT 20178 - Ml s %

FelE LT - PR RS R, 2016. 11, p. 736.
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['EC authorized” ATMPQ} HIAE o] ZECHH]

ATMP Hospital Exemption

« Aol gle nEE 9=
42 (Unmet Medical Needs)o] tisljAl
N&sp A2E AQ

. Oeqﬁo pa Fojo] Iyt
e | 7 MLﬂoﬂ 191 szeisl e | LT R S e
HT Sl 1T 2 HnJ
L 19 9] Bt BE A9 A faohe Bedls ua
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¥ 75— 74, WROTARTE I AQRT 5 HA, p. 7.

213) HEE Wk, FZEEHE, p. 987.

214) 494 - 7o, Q3 vfolE7AIE A 71N 2SSt WA A, =riA AT, 2014, 10. 31, 109%,

215) TO|EH O M= <oZoo] i HE oSt Q1A ohska, 1 ure] T2 gojo] tigt Ho] FAE T 9l
A ofystt.



A2w wole@aAoizet || 267

& 7ol ot e 2712 SVIMIE dNEA o] o
25 = "SHEVINEAAE AZAE 29
2017. 12. 28. Al - Alg)o] A= o] Aua] s HEAY SHES7 M ZAA 1

o] Az] Bl VM AlZAE Y] 2ol et Abe st Qi

2oj2)31 gk, 1231 of
3

Adolm & AR ol PaliMe A B bl Bt WE oM 2 A
TS FAEARE A6, 17t thste] o-85= %dl}'lioﬂ et

re,
iy
=
=
2
B

Z7|M|2 0] Hu = A At (:He ot ”"“0]“‘ greh o Z2lH HE 9 ol £t
= ol 0 2 A t}gFo] X & WA E(hematopoietic stem cell, & il A} fllIE210E EIHA A S
o]
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AF7HA9] oFEA]me oFEo] AE, R8T - 25 249 thprt QJAte] A
AAQI oLy 3o A3E Zlo]Slthempirical medicine).223) AR ECE %
) T ZF 7NQ1e] AP A= WA Alol|A] ] eFEA gyt 27| dA oA 2 9
g2 otk o & S, T B Al AEEFH o $2te] ofEHAl a4E/do]
HIAA o= Y= Zlo] S4E 4 vd 11 eof|A Fojshe &3S nlE Eole
S WS oA 4 QA Hoh ERF oj- ghxtol] disfA ]iﬂl—}ﬂ' 7dE 5 gl
oFz ol FaRgo] U] 41 oFE Aol £ 5 3]ushe= A4t o=
= AEd 5 A "ok A= Fole deh A%, ARKEE), B-8Ck O%’biﬂ 5ol
ofRt ofEsH o] HE= a2l e 4 3lal, B Holrt AmefE RUE F(therapeutic

drug monitoring; TDM)& o] 225 Fddol= 5 by <7 7|6t o= (evidence-
based medicine; EBM)E AAIS 4= QA "t 2 7HQ1S] AR E oRoA L] S48
ot e L7 (evidence)®] ofuatal & 4= Qlrt224)

223) H P& A, T—TF— A4 MEREL  SUEREIERS, 2011, p. 7.
224) P& AL, T—F— A4 FERK, p. 3.
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A 19919 \l=, = 5ol Fste] gt I 2 4 E’(Human Genome
Project; HGP)= 20030l 22 FEJTE o|24 QA= HA7IAE(Whole
Genome)©] ofl=501225) @A AIAZQ] AFAZo] OaA] thdrt AehfAy, o2k
ol et FRte] digt sfrgo] o] ol &AL Qlrth2260 2004\ || NIHO| =3 JITHAEH
“+4x(National Human Genome Research Institute; NHGRI)7} 2F3E3t 1,000 €212 <l
AlES 3l15($1,000 genome)she= 7|0 Wk A TZAE27)= Q59 ZpA|TY
BA(next-generation sequencer; NGS)228) 0] H -2 7HA$4T}229) NGS+= T2 DNA
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ATER0) Z, NGS+= Al Als #ilg 2A%E ohdzt Als wlge] Zpol(Hol)o] &4l
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225) M B& 4, T—T7— A4 PEFE p. 7.

226) EHLAGEE] BUEEE Xy ¥ —, IMEER L 13 <http://www.kadmedic.jp/personal.html> (2018. 10.
20. 5 IR, oA, ARt R Y] FHA HA|, PG o= - ARIEAHAY AT 5, FPHo|EA
5513 A2413] 7)ok ns] YAE, ARl 2R3, 2017. 9. 16, 22%.

227) B QIZF AlE ol 182 2,7 billion BEIZ FAE A o]F 17t Als olE HE-E F017] 1% A
nR2AES}L AP T, 20159 99 “Veritas Genetics’(George Churchol] 2JsiA 25 AHEHAZ} Aol Al &
ZAE| Holgt Algto] tist 1000 22 7lis A A|EAE TESE vl 9lrk Alexandra Ossola (2015-10-01).
“Your Full Genome Can Be Sequenced and Analyzed For Just $1,000”. PopSci.

228) NGS+= /4 ©](Sanger) H714 Q241 H(Applied Biosystemse]l ol - 4-83He DNA A|38/49] g vf
AlE¥ DNA EA Fo DNAAKSS 1A= HUSA 22 E =7t DNA 8840 osf Aoz
£ Aof| 7§tet Aoz mej=g oot FEIE 19779 AR, oF 259 St 7HE de] 2490 A|EA B
He & 52 = HHor AV|NEEA S ot AS sk Aolth Wl MA - JUF R T - & HUH
THIERO IR & 3 23 =F 2 S, FEIRINELL & 2 —, 153+, p. 23.

220) PYRE FLA - BT FIT- - EBUHAY, 2 TREEIE O S & 3 v e=F ¥ I, p. 23. o|A1A, Eetog o
SHA A, 28%.

230) NGSE o]t AH7| A EE4(Whole Genome Sequencing; WSG)= oFH QIZH-AA| 309 E7|AE%
A5y ¢t I 4= 1AL A9 BE fAAlo] FEE AL 4= itk Fu|Y, A
o] 4ol R A 47 PUBLIC HEALTH WEEKLY REPORT, Vol.9 No47, CDC, 955-956%.

231) Vi A - $OF FIF - WY, 0 FAEBEE O FEHILE 2 o3 =F v B, p. 24.
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HEE o]t Zol AAl, ABAI ARAe] AL AT Qe

ojet T2 Alw oA 71ee] il wiEe® SmFoht ofofE A okl E A
T 7leS 081t Hle| . oJekE A, AR ] £ 9 o159 frade oM
Lehd o 9lE23) AT g o8t 1Y) A el oIS, FrsiAbS (S
o] A5, A EE v o= ek vl Ak g4 B o 7]e o] Aol EtsH

oo AL itk A= ArsHEl F7¥oto] gAF Afro] A EY A EE &
7= AN g T AN @A HeelA Ao A - A=, APHEe AT
AE T8 MEezA Jdstelr - Aol diet 7IH7F AL Qlrt234)

22 izl 7E ¥ =4
1. iR §2

7H‘:§§}-‘ﬂﬂ—t— Eéaé% o= ofy dytEo g «3kzto] %Z‘i@ Hi, Adeld AdH,
sto] 77)e] gato Al ARt 2|2 A - Aok 2m239)
2 01611541 91%236) st 47 B SNl 7 HAstE 24 AuAS A
Sh= ZA7g ek} 237) GWkA 0 2 n(( )0 A% ‘Personalized Medicine/Individualized

Medicine’o]2tal F211, YEo] A= ‘Personalized Medicine/Individualized Medicine’ 7}

232) Mardis ER, The impact of next-generation sequencing technology on genetics, Trens Genet, 2008, 24: 133-41;
Shaffer C, Next-generation sequencing outpaces expectations, Nat Biotechnol 2007; 25: 149.

233) Wi ) N—3 g > §AEIRG, A ) N— 5 v 23, p. 43,

234) T B AL, T—7— 24 FEKRE p. 1; E. Nimmesgern, 1. Benediktsson, I. Norstedt, Personalized Medicine
in Europe, Clin Transl Sci. 2017 Mar, 10(2): 61-63, p. 61.

235) Wi W], HYEHRC BT A LEREOBUR & e — SEREIME DA A DIIEICH 2.5 A 237 | =, p. 1

236) oA, ZE3te] =l FHA A, 25%.

237) /et e Ao A=Y - YR /EAQ] A8 22 v FEY= I, wEE A 2 SEE
Soll st M N (Sammelbegrif) 0= ©|aE] 7] §tc}. Albrecht Wienke - Christian Dierks « Kathrin Janke
(Hrsg.), Rechtsfragen der Personalisierten Medizin, Einbecker Empfehlungen der DGMR zu Rechtfragen der
Personalisierten Medizin, Heidelberg 2014, S. 85.
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SHA ‘Order made &]=’°, ‘Tailor made &]=’2talE H-E2r}238)239)

NEetelme ARAR) ArAHo] Frleto] ko] w44 v - A=A A - A
o] & ‘Hho] 2ut7] (Biomarker)oll ©fsiA] mHefstal, ol & BA o7 Sk oFEit oFE
3ol =2 SAE sk FREITeF - 7]7](Companion Diagnostics Device; CDx)
=

o
gastonn 4 Aolr] A% Azge AdsiEe ogolt

M)

7|4 vtolentrEs “AAFAd Aeetd WA, B4 I Ee A=l ot of4

4
WRSS Hgely ATHOE 57 - WA 4 Gl AE 20 “Thgolt DNA, RNA

(21BN, GAFEE 52 ol 4o & che] WSS olopdl % Qi AT L A
3] 22 T dj2g B2 sl AAgae] Aol A - AAH BAA ol
, &R - 7]7](Companion Diagnostics Device; CDx)+= 2|2F&2] &
T §28-3 FoF dof| 5T 4= ks o= FHHEIT(Companion Diagnostics)©l]
ARESE7] flsto] s ofE Foft W8k 717], AleF 9 24 AnEf o] T IHAIE
= Tttt violeupA 1 A= A= JiEo] ofyal, ol AlAloflA A RE o
o] 2 Zolth249) oS 59, AW BAHolE = o] FR7o o] IF 2lad

238) TSR Wi, FWEHIC BT BIIMEEREDBUIL & T — JEEEIITEDIEIR AT AN PIIEICH 2. 5 4 > 37 | -
p. 1; oA, ZEete]E o] FHA A, 25%.

239) 71 B9l ‘genomic medicine’, ‘pharmacogenomics’, ‘P4 medicine’(ZHE3HH, |ZZ<l, Q1 FroAel o
=, Personalized, Predictive, Preventive, Participatory) GAFRE ou 2 ARRE 1L 9)th. Elmar Nimmesgern, Irene
Norstedt, Ruxandra Draghia-Akli, Enabling personalized medicine in Europe by the European Commission's
funding activities, Personalized Medicine, Vol. 14, No. 4 | Special Report, 23 Jun 2017, p. 355.

240) HSE W, SEPaHEC BT S IEMEEROBUR L S — JEHENIEOME TR PSS IC 2 5 A >80 b -
p. 4 oA, JNEsteIR O] A A, 24-25%.

241) [EN7ASAMIER Y 2 — A AN —B R, 234 F~— 7 —. <https://ganjoho.jp/public/qa_links/dictionary/dic01
/biomarker.html> (2018. 8. 26. & &)

242) Y3, wrEoln AAS 9ISk HholeubA A5, BiolN, 2015. 1. 26. <http://m.bioin.or.kr/board.do?num=
249690&bid=report&cmd=view#>(2018. 8. 26. & W), “¢JAro]Z o] HigE <EubAco] @A} njE », o]
o], 2016. 12. 26. <http://www.etoday.co.kr/news/section/newsview.php?idxno=1432239> (2018. 10. 16. ¥ &)

243) WA HEL, 3 A v — 7 — PR T R & ETERIRI IS~ DJE I, H 38IEEE(Folia Pharmacol. Jpn.) 137, 217~
219(2011), p. 217.

244) FAAIFHADAAT, “FREZITo]ZE . <http://edx.or.kr/Contents/Concept.aspx> (2018. 5. 12. & &)

245) AR Hinh, 254 F~— i — PR T L EAERIRTTEA~ DTG, p. 217; W HL Al 1, 7R,
ebG, $5ARFEE, v 32 - WIEERY) s 4 4= — 7 — 2 FII L 2SN PR oIEA LI T T, Bull.
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20159 19 209 w2t @HlIK(Barack Obama) % vl o552 AFuA|(State of the
Union Address)ollA] 2Fe}7]<sof Thet Ao 24 7lQ1e] o5 HE E-goto] ‘“AUw

A€ (Precision Medicine Initiative)252)0]] 2F4=otZI Tl 2T} 2s3) AU o2 A2 Hf

Natl. Inst. Health Sci., 131, 20-24(2013), p. 20.

246) WA HEnh, /A F 2 — i — PR T & EENERIRBAIE~DIEH, p. 217.

247) KGR FEnl, <A F v — A — PR Tk & EEEGERRF R~ OIS, p. 217.

248) FEA FEul, /<A F v — A — PR Tk & EENERRBAE~ OIS, p. 217.

249) Phillips, K.A., Van Bebber, S. and Issa, A.M.: Nat. Rev. Drug Discov. 5, 463-9(2006).

250) wEEmNL BT, A, PG, SRFE, 2 v o2 H - WY s A F o= — % FI
L 72 ARSI DIIE DTG MEA LI T T, p. 20.

251) “PAFolm o] Highe <FHbAITHe] dAfje} ulgl 2, o]Fd|o], 2016. 12. 26. <http://www.etoday.co.kr/news/sect
10n/newsv1ewphp’71dxno 1432239> (2018. 10. 16. 4% LI
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WZ0] Fp71% - oMol l] FA IR JAAST ek, o] AL PHRE HET o|ze] UL

200k, 1) 2] 2718 Oele, Aok o)iHlol e e FATHORA ool 4



280 || Agsiol FAPAAREHD)
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HFoAr7Ies og AT 9 om A9 F3tof digt HalE @t
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A HaRRIE Zolal, Re telAl fadt Ametal shr] o AT, AdolwAE
(Precision Medicine Initiative)-> Se @ 22K E GuE Z+olal =9 AlAo] ¥
= 7HeE ZAojrpsztal Fastal Q.
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o QMM HBAR L Fol7k AFGE7] Aol oIt Ui, eltelol
o fol7t Ao AgHA sk, 951% AFskelR, WEHIR, 5ok R (stratified
medicine) ‘501 A& RHHA Eols7] A2, o3 AEstelz, BEBOIE,
Zusiolz, 193 Aueolae] BeA shEAoR Wlsl Holslo] 9 ot v
= ot} 2 g ol AT FLARE 1S $AAHGenom)HH, ©21/(Omics)3
B, PR 52 B G ARE 7|22 <urk JUshl dhgshe oJreRe o)
2 ol8g 4 9lar, EstolE T Alsolmo] AAAL] Ao ofsiE 4 gleks)

%, NEstelget Ao R E Ho| FEotAH, 7HEe}2| 5 (Personalized Medicine)=
s H 5o ol-8sto] Agho]of ojgdolut Fatd 5O FAAHIPEE 7=
= JfdelA At AwE Alchs Ae FACE Sh= om =257 AAHIAEA] 514

A AESIIA st B4 BAS JMAI ek fRM O EJE - 8K HE, T <) A1 DPrecision Medicine
Initiative, JPMA NEWS LETTER, 2015%:11J]% No.170, p. 2. <http://www.jpma.or.jp/about/issue/gratis/news
letter/archive_after2014/70pc.pdf> (2018. 8. 12. & &)

253) o] 53lQl 20161 AFw A of|A= Cancer Moonshot InitiativeS Slmte} a0 24 A28 dA7Ao] afjz{ct
Qo29] Hslol ¥HAkE AL Sick BAIY - 4714 - A, el o] AT W, REN Il Vol. 15, Fab]
%7187, 2016. 8. 31, 14%.

254) THE WHITE HOUSE, Precision Medicine Initiative: Privacy and Trust Principles, Novemver 9, 2015, p. 1.

255) <https://obamawhitehouse.archives.gov/precision-medicine> (2018. 8. 12. Z& &)

256) ARH I3 - $5K M, 7 2 A DPrecision Medicine Initiative, p. 1.

257) FRH 1ESE - 5K HE, T £ 1) 1 DPrecision Medicine Initiative, p. 1.
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|22 xR Ko Aot Adcdete] A skl 2w 24 ’5hL a OM J*H}E‘r
AL ool s HEE she, NEeR RN T § Lot “7iQle] AR AR
S 7122 ¢ oaE JUoRE ofsfd 4 Qlrk2s®) ok, o= JEstelw o] A
ol deolze] Zeet nZIAR Aks & opet eH s, S8Rl - oA 5 5434
Q01g g 4 9, AEatelR - AolaE Y] S(EE ST g A
o o, Ak, Azl Ay 2 Azate] Hdiefet 2280 Hiels FHoz of
T}259)260)
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o

ol AEsielmel Huolas Wl FHalA G AL Stk

3. el =Y

FTAFodme Ut AR (24, AAAH, AotetHAL —)Oﬂ o e 2

258) Francis S. Colins, “A New Initiative on Precision Medicine”, N.Engl. J. Med (Feb. 26. 2015.); J. Larry
Jameson, “Precision Medicine —Personalized, Problematic, and Promising”, N.Engl. J. Med (June. 4. 2015.); #[1l
198 - 85K HE, 7 4 Y) 71 DPrecision Medicine Initiative, p. 1.

259) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61; M=% W, SMpiakaic B
F 2B DBUIL & Sl — SEFERFE D E D SRS 2 5 4 2237 b =, p. 4; OJAIA, WEstol=
of FHA A, 30%.

260) WeHoli= AHdsto|wrt AHo] AmolA B volrt o] BE EA QA v oR N AXE BTt
= 9o g vopt o7 HMasly| ke gt Antonello Di Paolo, Frangois Sarkozy, Bettina Ryll, Uwe Siebert,
Personalized medicine in Europe: not yet personal enough?, p. 7.

261) [ZZ W, SAVERAC BT 21N LER OB & S — SEEEFTE e s S B 2. 2 £ 2 2%7 + =, p. 6.

262) A2 GHINE BAS0] o] ABHL We 5 YEF FAS ZuUslE AAal] sl AT
e L G A2 9 vlelonE BT GAH - AR ARl 189 2AS Dol HtoIEE
Ao AFo] 9, olot 2 AT Aelstal S5 AR (physiology-based PM) HZHOE 7]
7]% S} Antonello Di Paolo, Frangois Sarkozy, Bettina Ryll, Uwe Siebert, Personalized medicine in Europe:
not yet personal enough?, BMC Health Services Research (2017) 17:289, p. 5. <https://bmchealthservres.
biomedcentral.com/track/pdf/10.1186/s12913-017-2205-4> (2018. 10. 17. & )
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4. ERIRE Tl T

o A-setATe] xRt W] ofsfiA 54 deghEopollA] AHsto|wrt AR A
A3 glrt2e8) JEste R o] Ao ofAo] faA - oA Y, delre 4
of w2 gxto] A7 e 4ho] H(health related quality of life; HRQoL)] ¥FA269 @-&

263) W2 W], HAaRAC B M LEEOBIR & S — HEITE A AN DI 2. 5 4 > /X7 b =, p. 4

264) A A ZDflHHEERE. ZDBLIRIG ? 2015 11. 4. <https://www.swissinfo.ch/jpn/ 2 4 ZDHEHNLERE. ZD
Bk 7 /41756762> (2018. 8. 21. 45 HE

265) Denis Horgan, Personalising your health: an EU imperative, ecancer 2017, 11:ed68, 11/07/2017, p. 3.

266) A A ZOMWMNLERE. ZoBLkix 7, 2015, 11. 4.

267) FH W], SRERRC BT A EGROBIRE D — SHREIITEOiElE s e DisIc 5 2.5 4 237 b =, p. 68.

268) L W], SRR B AN CEROBUR L JE S — S oME i B bIsIc 5 2. 2 4~ 37 b+ =, p. 4

269) Antonello Di Paolo, Francois Sarkozy, Bettina Ryll, Uwe Siebert, Personalized medicine in Europe: not yet
personal enough?, p. 1.
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MEste g T AAAA EA= 1209 E2] AZoA] 2019¢ofl= 4509 ©2]9] A%
2 S Ao o =Hc2)

off
2

1
H

o b

(o]

l

270) FZE W, SYPHAC B 2IIHEEROBUR & JR S — IS DB S B I 5 2. 5 4 2237 b =, p. 6.
271) ML W], Saiic B AINEEROBNR E J S — IO TS I 2. 5 4 237 =, p. 6
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WO g 7P JART Qe A8-Eoks A= HA3to|A ] FEX] 7|9
S-8olth2) FEAgofA o] JfEEtolm = JHQlo] Ad AR ol whet gkt A7
Qlofl thet ojoFEe] atE et =o|al R8-S HA4Fro R Aot Ae FHO R
gith2m) OfokE Tl A e] AEeto)=mE FXIetl= olent AR - LuA R A
N, & AsHEE 7|REo = ot oFE-f7d A8k (Pharmacogenomics; PGx)274)2] L U

oA W BARRE AR @ 85 Omics)H FL W] Qo] B0l
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=

S

NEstola s Aolsh= 2L Alsofe|st k= oFE-{714|5k(Pharmacogenomics)2t 1
= dAGRofoltt. k=774 8H(Pharmacogenomics)2 ¢FE2 56l ‘pharmaco’ 2}
8-S 5ok ‘genomics’7t AT AR, A oFE-gEA AR 59
£ Wik ook AAMRA DY A, & FHERE 240
= o]ofzl& AA| A A Fhoty B EHO ARHEE 7| 2= NE}mE 4
§it}.276) OFE AR Al A Hof| thE eSSt SfaliA oJofRe] oFAA - f &

ol AN, Gerel Hek AN - FERAE Bn] F FEo| nr}

272) MR W, SEHAC BT BN EEROBUR & S — SERIRME A TSNP SIC S 2. 2 427 b =, p. L
273) WiZE WL, SEMERAC B 2PN OBLR E s - I e RIS H 2. 5 4 237 b =, po 1
274) © %%ﬁﬂ]“" Asetejetor E2)7] {it)

275) SFEfrAel Akl oy v ¢1719] ofe] 71A] FElE RO BA] DAk o oFEo] tiet 4
A ‘5’50194 FES Ao, SFACEE oOFF ARE Tl QlolA &) & Wloﬂ it o FgFS 2Aasfolar
A5 et 4 QI ® ohe ehzolrh B oFEAlekE %%0}01 E54 o E 918 A ofo] old,
AQAeA g oFF 2|=7t o]Rold 4= QI E ol AP s ]_' 29| hﬂ Tl g A3k A
et 85 ol Q1 BE oJekE St [WlolH A|AMa} oFEAA8} [Pharmacogenomics, 2473t (i
E] <https://terms.naver.com/entry.nhn?docld=4353237&cid=40942&categoryld=32326> (2018. 8. 12. & ‘%}5—

276) FASE W, SEYRERAC B 0L OBEk S — SR eiEih s s i 2. 5 4 > 237 b =,

277) BISE W, SEERNC B 2ERHEERROBEL 2 J 9! — TR iElr AP 5 2. 2 4 22X 7 b =, p 6
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AT A, NPT EA L9 T Bl 7lofd A0 ek, 20119 AR
2(Personlized Medicine Coalition; PMC)278)0] 24 B I1A|(PMC, 2011)0]] w2 H u]=oj
A ShEfAAlsel A4 olgoR Suolde] sohael A8 4% YA
A, HEF] HE2 A7t 17,0007 Al¥stalod, tigetelA o] omrlE Azt 6oL

ol Aok Gekam)
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24 5) ARE gepyor 44 . dists d7dde Uit AA el st
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2RI, o5 BAL AZT2(E-THASIAED 512 THE Q4R 24
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N

lo
rf
-+

Wge AR ohlet AE, BAG SO ATEAL @] o277}
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278) NEsto| g AR NSt R o] s RHEE 2004d] AHHE DAl

279) BiE WL, SRS BT SN EEROBUR & S — TR DME s SR BISIC H 2. 5 A 237 b =, p. L

280) WK WL, SRS BT SHNEEROBUR & S — IR DME RS RN PIIS I H 2. 5 A 2237 k=, p. 8.

281) HEFEEY A= gAFEES B4 &0l e E9Rl0)E Zolils Sheo = tiAAstolgti e sl #4
Ao A7IMEE Ao GHAA F2 AEL A4 752 Ashs A7 shelvid e & 200149
= WAAE Y AHe] ERA &2 FAHOlE Foldle M2 WS JEshA nlefe] Aeof
2wt o]y x4 HEFEZ YA [metabolomics] (FAFE 1) <https://terms.naver.com/entry.nhn?docl
d=1222049&¢id=40942&categoryld=32327> (2018. 9. 12. #& W)

282) SARAAS B A2 DNAS A71Age] HatelA] (e AHloA o] FojA= f34F Fd o] x
ARl TARAY A7 Td AL Aok 4389 519 sHEoltt. <hitps:/ko.wikipedia.org/wiki/%ED%9
B%84%EC%84%B1%EC%9C%A0%EC%A0%84%ED%95%99> (2018. 9. 12. X& &)
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283) Denis Horgan, Personalising your health: an EU imperative, ecancer 2017, 11:ed68, 11/07/2017, p. 2.
284) W=, S| 7wt Adeolg A58k 2017 FEBRUARY vol. 58, S§ATAAAE, 2017. 2. 13, 6%
285) EHEA /X—3 3> 5 AR, EHEA /N—3 3 YOk, p. 44,
286) Tlte] A% AiRlolRAR R To] Pt Y ohls Sl fAAR TR AeA A Tk, A, &
)= FA5t7] flste] 2008 T-HHRAPEZ A (The Genetic Information Nondiscrimination Act of 2008)<
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ShAl AdHget A9 20159 149 209 2k evpup A v
AZIZ w=EoAs AR A7 2AAoR FelA
20159 1€ enhip A fisgel A4 ARH ol e3iEt AdogE FHlsjthL
ok & Qi &, v]=k2 201549 A o] 3 A 2](Precision Medicine Initiative)
1E gt OV‘L] AR O R RY A, 87, 2to] LB o HolHE sske A
42 79 E(cohort)288) 52 A[AH:. o] A9 E F50] 3 Weto g = AHI} Al
get A2 7|E om7|doly A7|dol A et eyt HUAE, Holewa
(BiObank) 5= AAISk= ZAolqlrt. olet &2 AHolm HAAS I3t tlole dA AJ~H
& 200990 AGE TBA B FF HAS SIRE A EI e Het HE (The
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AHsto] AZEE 719, 1§ FollA fAEe] w2 AES FA5ka k.

287) AL olzA gl AL a4 n] Werke 2015 39 <3sH7]&4 2= (Office of Science and Technology
Policy), ‘HAEZ| D]%]%%}% (Department of Health and Human Services Office for Civil Rights), ‘= HH 71
4 (National Institutes of Health)= 7% 537|138 Y715 TSI U A2 Lato]HA] B Alg]
Az AL o2 A 3] glolE] Hot A Wl my|JI S 7HH}—}°“‘E]'. THE WHITE HOUSE, Precision Medicine
Initiative: Privacy and Trust Principles, Nobemver 9, 2015, p. 1.

288) 2 E A (Cohort study)= 574 Q<] =59 Ao L3257 o2 HoS FAs6ta A did 419
TAES Hlwste] a913t A9 “a““ TAE ZAFh= - olt 831 i 15 K(factor - control study)=}al
T =Y} 97|dal, FSE AL <https://ko.wikipedia.org/wiki/%EC%BD%94%ED%98%B8%ED%8A%BS8 %

EC%97%B0%EA%BS%AC> (2018. 10. 11. & =)

289) “Adolw Jx]7] Mol doe] 5 A", MEDICAL Observer, 2018. 2. 13. <http://www.monews.co.kr/
news/articleView.html?idxno=111202> (2018. 10. 11. & B&); &M EE - 85K HE, 7 £ % DPrecision
Medicine Initiative, p. 5.
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1231 NIHE= ©]u] 20135 ‘Big Data to Knowledge’(BD2K) | 212902 7§A ]
o] Algle =2l Hgolglo] ety FHS JHE +4 - ZAY 4 e 5ol
QI7kel A7t Aol Higtk olsje] MHE }Z%i Aoyt 21t o] B HlolH
Ho] E574, THH g9 B 5o HoE FESH] fiet Aojrh.wnm) ol
{4 NIH= S=Ho]E 2] ‘Ho]E| 2P (Data Science)293)2 F-715k= 47| T 2 A

4= HlHo]H FFHANE (Center of Excellence for Big Data Computing; COE)E P|=t
W 1170 40f A& Sich E1F cHlo]E }8kAF (Data Scientist)2] A T2IHS Fo
of Qo] F¥E Lot ‘Hlo|el HA Ml (Data Discovery Index; DDI) Z1AA| A
A, dloleHe] 0] AH], &-§o] §olots FskL Qlrh29)

[94 WEo|E HELME 117] AlY 2

(=]

i) Big Data for Discovery Science {The University of Southern California)

i) Centers for Big Data in Translational Genomics {The University of California Santa Cruz)

iii) Center for Casual Modeling and Discovery of Biomedical Knowledge from Big Data {The
University of Pittsburgh)

iv) Center for Expanded Data Annotation and Retrieval (CEDAR) (Stanford University)

v) The Center for Predictive Computational Phenotyping {The University of Wisconsin)

vi) Center of Excellence for Mobile Sensor Data-to-Knowledge (MD2K) {The University of
Memphis)

vii) A Community Effort to Translate Protein Data to Knowledge: An Integrated Platform {The
University of California Los Angeles)

290) BD2K A glell= 2014 d0) 32009F 2], 2020712] & 69 5,6005F 2] 9] ojsto] EQH o Qolr}. gt
1R - #5K HE, 7 £ 1) % DPrecision Medicine Initiative, p. 6.

291) NIH, About BD2K. <https://datascience.nih.gov/bd2k/about> (2018. 8. 17. & &)

292) BD2KE NIH 44 BE A4 9 AE7F 245 3571300 A5 22008 NIH AH= W NIH
glojg] Tsh=o] 7&' =5 gh=t}. Philip E Bourne, Vivien Bonazzi, Michelle Dunn, Eric D Green, Mark Guyer,
George Komatsoulis, Jennie Larkin, Beth Russell, The NIH Big Data to Knowledge (BD2K) initiative, J] Am Medi
Inform Assoc, Volume 22, Issue 6, 1 November 2015, p. 1114.

293) Data Sciencet= “A|FAFRMN) SR TV ol thFet T2 APz dd Hlojgo tigh A 58 - &+
4 343 AL 7S FEot= P02 ofshH,

204) FRH 1E5E - 5K HE, T 41 1 DPrecision Medicine Initiative, p. 2.
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viii) ENIGMA Center for Worldwide Medicine, Imaging, and Genomics {The University of
Southern California)
ix) KnowEng, a Scalable Knowledge Engine for Large-Scale Genomic Data {The University of
Tlinois Urbana-Champaign)
x) The National Center for Mobility Data Integration to Insight (The Mobilize Center)
(Stanford University)

xi) Patient-Centered Information Commons {Harvard University Medical School)
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295) DNA E]A8) & (microarray)< 4= 7H9] ZH7] T2 {31210 Hd HLE DNA 22455 AREof ol mhet
& 4 Qe AR gholoh FAbla} ufo]3 2 oj@|o], <https://terms.naver.com/entry.nhn?docld=3652297&cid=40
942&categoryld=32308> (2018. 10. 11. HF L&)

296) FRHl 1E5E - 5K HE, T £ 1) 7 DPrecision Medicine Initiative, p. 3.

297) FBRHEHRE - MAUCERED 720 D KIMAGLHET - MADIAS & Y & R bl o JjrPEQ01446)0]) v —F - 77
=7

298) ARH 1F5E - 5K HE, 7 £ 1) %1 DPrecision Medicine Initiative, p. 5.
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nl=rol| A O]z A B O] mato]HA(privacy) H &2 KK (security)ol] ¥t HEZ = "%
K30l oMy} AQlof| I3t W& (Health Insurance Portability and Accountability Act:
HIPAA)o| Qlt}. 18] o] HES 1L oM & & A= 2™ 7 HES S F20
B She Zlo] ohyal, AR oS FA O 7 Sh= Zlo|th29) £, A8} Hijo
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ao)ell ot olmr]Eo] et oK E U FA o BESfohe Wigo] et f
ASATE300) SHA, o] Hol M= 19999 8UH7IA] o7} meto|HA] Ho S oot HE Al
g Faket e, ofsl= 719t el e kA ZJH: o] B¢ vl MYEARA R
(U. S. Department of Health and Human Services; HHS)®ll 3§74 ¢]
Holl w2t 20029 ALEAFAFL= THIPAA ol 2715t 3749
natoA]of] T3t THIPAA ZLefo|HA] 2] (HIPAA Privacy Rule)30D)-2 A7} c}.302)

THIPAA ZEfoHA] 2] 2 Q1A E O] 5 g K o] metosAlof] Phot 7] (Standards
for Privacy of Individually Identifiable Health Information) > 2% <& =t ‘H3T of
A} o]m A H’(Protected Health Information; PHI)l <t - AHS - 371 5ol Tt At
THEERE A1 Z THIPAA efolA] 114,9] HES W 0|27, JEny
of B, Q|RAHA|BE JuFA} B o FHo] ofste] BA LR @

299) A, 2= ZoplM o] AAPEES - FHAL vl=o] HAS FHER -, BAFAI ¥ A9d A28,
Agistn FeatdHAlE, 2016. 11, 214%.

300) FAY, 9= ZoplAo AAPEED - FHAY w50 HAIS FHo= -, 2145,

301) THIPAA Zeto|HA] 12,2 7HQ19] ol& 7|53t 1 51 AFAQl 2 o;gy—% Hosh7] 9t =7k 7%
At 74 o=z Azt Eo] 747h,}a] 3l _H;_/H]E-] =1} Ex% 7—]7?.»}3] oﬂ_lqa 147\} oﬂ }L 747?;&3]11]%1}01]741
A8t of A8 K49 17 JRE BB S A4T BOAANE AT AL 670 oL, 12
S ARE gxo] &0l glo] I8t ARE AFESHAY 6] Yt SHAIe AL A4St Qitt ESE o]

AL SelA AN A71Fe ZARIAL SHsHH, 28E 87 & Sl AS TR A7 H| Bt
A& Q1Hstal St} THIPAA Zzto|H|A] 1F2] -2 45 CFR Part 160 2 Part 1642] Subparts A and E©fl HQIE]
o] 9t} U.S. Department of Health & Human Services, The HIPAA Privacy Rule. <https:/www.hhs.gov/hipaa/
for-professionals/privacy/index.html> (2018. 9. 15. & &)

302) HAY, = FopllMY] MIPRES - {FHALH =9 HAE FHOE -, 214F.

303) HIPAA Privacy Rule. <https://www.hipaajournal.com/hipaa-privacy-rule/>
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FEAL S8 R ol B oy oR AR ol - AT ATk Th,

1—

Ho gt o8 RS H]AE 5P (de-identification)sHd ©] 29| A W] oFe=

w1

THIPPA IZefo|HA|] 13] oA AlE7Fset g o] AR 2 A Th2-9] 2717
S Aokl QIrk305) A, <H7E7F 29l B (expert determination method) 2.2 %
Hol 23217} 7lQl& Adstel= glAart 4stEo Qo= A4S A7t SA4

EL 8t PO SISk (IRt Helo] oat ojysholctan S, 9]

rr

‘safe harbor method’ 2 18%2] HH-E ulg] A Aot H2> JH= JAAET & girt+=
g 2Rlok= WHo|th307) 18 AEE “olF, (M) olote] 4, LY, MeHis,
WAHG ol F4, P F4, AFS]EAH 9 (Social Security numbers; SSN), & 7] EH

, OEEY ot vle, 2% e, A4 - {8 5o Mg, Y ¥, AeAeH

59 9T, ow7]7|H3, YALO]E URL, SHAAR 5] o]u]z], AZolut At (i

o 1

1 dte] QAT E o]t} 38)

[safe harbor method H|A CH4 18F9| ME]

e Names

® Geographic subdivisions smaller than a state

e All elements of dates (except year) related to an individual (including admission and
discharge dates, birthdate, date of death, all ages over 89 years old, and elements of dates
(including year) that are indicative of age)

o Telephone, cellphone, and fax numbers

® Email addresses

e [P addresses

304) HAY, 98 BopA e AJIPHETS - FHA} vl=o] HAE FAHOE - 2155,

305) Guidance Regarding Methods for De-identification of Protected Health Information in Accordance with the
Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, November 26, 2012, p. 4.

306) 45 CFR §164.514(b)(1).

307) 45 CFR §164.514(b)(2).

308) 45 CFR §164.514(b)(2). HIPAA Journal, “De-identification of Protected Health Information: How to Anonymize

PHI”, Oct 18, 2017. <https://www.hipaajournal.com/de-identification-protected-health-information/> (2018. 10. 5. %]
=% Hh
[e} [e]

)
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e Social Security numbers

® Medical record numbers

e Health plan beneficiary numbers

® Device identifiers and serial numbers

® Certificate/license numbers

® Account numbers

e Vehicle identifiers and serial numbers including license plates
e Website URLs

e Full face photos and comparable images

e Biometric identifiers (including finger and voice prints)
® Any unique identifying numbers, characteristics or codes
45 CFR §164.514(b)(2).

‘safe harbor method’+ 7IQAUAEE H|AIHSIol Yo ARE F5HA 9 dxp 547}
-89t 1 HFo] Aol A /q'oﬁe T A= A A7) Aol Tt HE (o] 28} <EAH
Hol A Ao ot AHsb)7t G HEE of= Zlo]r}.309

[HIPAA Zato|H{A| FI4 JHQlo|2H L H|AE

HiFPAL Privacy Rule
De-identification Methods

|

Safe Harbor
§ 164.514(bM2)

Remowval of 18 types of
identifiers

o actual knowledge
residual inforrmation can
identify individual

* Gavin Winpenny, Stephen Bamford, De-ID: ‘The What’ and ‘The How’ of de-identifying your clinical
trial data, PhUSE 2015 Paper SDO06, p. 2. <https:/www.lexjansen.com/phuse/2015/sd/SD06.pdf> (2018. 10.
15, 2% 4R

309) “The Safe Harbor method: More than just protecting patients”, Chiropractic Economics, April 13, 2017.
<https://www.chiroeco.com/hipaa-safe-harbor/> (2018. 10. 5. & H#)
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SHH, THIPPA Z2tolHA] 2], A4 o]% o ITC] Kol whet A7/, Hed, ]
=olg T /e AR EQIgelM ] weto] ZHsshAl HFiA, o= IToM =
Zato|HAl] Hoof Heto] StHE offA & ARV A T30 -] rAgE
o] oot Aelof] Bt WHE, o= o= IT =l wheh i3fE & Qs ZetolH
Al - Hobol et ZAofl et a2 EetElo] QA AL, v o] o] WA 12
sto] 2009 A7 AR QL rol=1 A - ZFEZ}E | (American Recovery and Reinvestment
Act of 2009; ARRA) A FAl, T 4H2 o=z IT ¥ Eofol]l T3t HERZA T34
2 AFEAS Q3 AFAHEI|& 33t WS (The Health Information Technology for
Economic and Clinical Health Act; HITECH Act)y= A5y, ©] HoA © 2= IT9
=4, @ 9= 119 A%, ©® 1=zt 5ol dieh Hxw, s49] AlF, @ Zeto[HA] Ko
of et dile] 4712 ol tisiA FstArt311312)

o)

=)
<]

"HITECH Act, Al§el wzt THIPPA Z2to]HA] 2], & A 74w of Al 7]d
o FANIANE Sferact. 2, Sl 28 thol ofIgd SJaslT olsle] 77
SAl(interstate commerce)ol] FAFoR= Z22lo|u 791 5 <3 AFGAP (business associate313)
ete)2 Hol Aol Eetch, Eah BZAZ A0 ARIEL N AU
Ang pojelrint o fsh 28 FATLL. o ol AR s AGER)2]
Hof tisii dA7I7H Hoo] tifo s gk Tt ghxpo] ojguofo] e &
ek $4 FAN IR thetel Havime] B el A 2 BEE o2s)
Fchbreach notification). TF2 0% 217} A3AAlE2] Aok 24T 4 Q== Jict. ¢

310) FIHZAS, KIEIC B 2ERD B OITE AL RL TN, =2—3—277250) 20124 5)1, p. 5.

311) FIHHAS, KIEIC B 2 ERY \% DITE AR B EA, p. 5.

312) o] Hof wiet o= ITel ¥t HES AH|, ZefolHA] x3ko] HEHQE Fisty, 4714 9= IT 717
T4 X 2250 4714 1T A 4 =235, wojAlo] - moAlo|E 1A 713l gt Y& IT(HA7
718, AAAEA) 299 SIAEE Al 58 FAFCE ML KEIC BT 2 ER) B OITE AL (2 B,
p- 5.

313) T3 AFAA(Businiess Associates)oll= 22 HHSJAL ol7 - A7 E Wk AFd Ak healthcare clearing houses,
olg 7|t} Aoksto] ANARE FHFdH= 71, A3 BAH|AAEA} So] ZFHECE HIPAA Privacy Rule.
<https://www.hipaajournal.com/hipaa-privacy-rule/> (2018. 10. 5. Z& &)

314) PeBEENh, KE BN B 5 ER RN 2 o< 5k, p. 3.
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go] e A YolA Bpe] omguoe] Yg s Ao BrpEw Yo

ERF o5 HE Al o|F THIPPA ZetoHA] 2], 7ie] Higt Mk o] =9)7} o]
o] %tk THIPPA Zeto|HA] 2], Al GAIETHE JRFA7|&0] JH6197] g&o
SN E} Zotwo] Ik HAESHE SR W I} GolotA| MAANEG = A7t
A3t 48 AR E RIAEA ] gAT7 HEEQ Y, 27 o7t FeE Uehl
QTH317) THITECH Act, A13424% (c)ollA= ?'11%*374 A 5o 7| THIPAA Zefo]
HA] 2] ol 3ZRHE A7 ELO| vl A slo] gt Ao g Haystr] ffet 7t

&
OJHAE AT AL okl leht, 20129 119 1] AR AR F= v]AE3Hof

mlo JFE

el M2 7old g TR o] ZhoJdAes Wi e F419] THIPAA
ZEfolHA] 2] o wE HAEel RSl AZ7Re] Eelo] ot O“?ﬂﬁﬂr(expert
determination method)®} ©]EH} “EA A K O] A7 o]
VHlE ddiE frAloks, HAEete] WHa A4 e
So] ARAIRA AA7, ofulgt A3
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315) <http://healthit.hhs.gov/blog/onc/index.php/2010/07/08/privacy-and-security> (2018. 10. 5. & W), <http://hea
Ithit.hhs.gov/portal/server.pt?open=512&objID=1147&parentname=CommunityPage&parentid=8&mode=2&in_hi_us
erid=11673&cached=true> (2018. 10. 5. & H&)

316) PEHRARL, KIE & MR 31T 2 ERATHIEH % 0 ¢ 236, p. 3.

317) See, e.g., Milt Freudenheim, And You Thought a Prescription Was Private, N.Y. Times, Aug. 9, 2009; John
Timmer, Anonymized Genetic Research Still Carries Privacy Risks, Ars Technica, Oct. 6, 2009; Emam, K. El,
et al., Evaluating the Risk of Re-identification of Patients from Hospital Prescription Records, Can J Hosp Pharm
2009; 62(4):307 - 319; Paul Ohm, Broken Promises of Privacy: Responding to the Surprising Failure of Anony-
mization, 57 UCLA L. Rev. 1701 (2010).

318) Guidance Regarding Methods for De-identification of Protected Health Information in Accordance with the
Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, November 26, 2012.

319) VEEEh, KE &M BT 5 R HL T % o < ki, RTRFBORE ¥ 3 ¥ %8t~ 4 —, PARI-WP
No. 9, 2013, p. 7.
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otm, @s5|e Hw7h gl > 9 ‘safe harbor method’ol2tE H4-9] oot WS
atsta o5 FARt) U BN Zlepe] e wet AiRle] EAE #AaE
ZolHA L IR R 9| o] 87Hs/dE FXoke WA, & VISR H O] BT} o]

§9 23 P42 Hska k)

FTHAES gl wpg phdAge] S, olmu|ef S7h2) AARte] Tt 5 A7

2Ql BAIS gk gict. oleh 2 BAZ s12sk] Slste] A4 Europe 202032

Hsal ok, 11 FAME F2 A

ok ME
£
12
o
1y

A gol UrE’rUr—t— e 5o A
o] oijd, 7idstolg, YA me} Zol 191oA] ARkt =g FXI6}7] %’4@ e

& 7 Soll ASstal Stk ‘Burope 2020° StollA] 3158 AAA Ol T A4 - 7|&71E
- 2014 35E Z|ARE ‘Horizon 2020° St Al A&E 1 917, B Yo7} ‘Horizon
2020°0 A= dlolefol A% Szl ksl FdlolAl Akt Alel, & JfES}olR

(personalised medicine) 5= F7I5tal QUT}323)

—~

FEQEE Astelar} o2 @YolN vt golapl AU 4 Y AEstelz
1

H
B2 TS ATFHOR fro) Yy UL AU sl B A

320) VEEEN, KE BN B 2 B a2 o< 58, p. S

321) Elmar Nimmesgern, Irene Norstedt, Ruxandra Draghia-Akli, Enabling personalized medicine in Europe by the
European Commission's funding activities, Personalized Medicine, Vol. 14, No. 4 | Special Report, 23 Jun 2017,
p. 355.

322) Europe 20209A= A4 AAGE, AL7FseE A, <ZBA A olgs 371A SAMAIE

Axsta, 247y YA " AR, W, iﬂi’,"ﬂﬁ‘is’} ofyz] - o] 4, AR, ‘18 - 75, ¥ 2 5 7H
o] o]yAJoJE]HE AAIStAL Qltt. Anthony McCauley 7+, EUD~NIV R4 T/ BFC BT 5 kI, FUNTSU,
66, 2 (03, 2015), p. 88.

323) Anthony McCauley 4t, EUND~IL 27 7008512 51T 2 B EkE, p. 90.

324) Elmar Nimmesgern, Irene Norstedt, Ruxandra Draghia-Akli, Enabling personalized medicine in Europe by the
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Wk EAHoR AAE 22 20109 mAFolA e e Rde 2t sk 27
ThE A7 o] et Jelo] YAfel RN of YAk ATE 20119
HL2]of oefiA 2219 I HS} o= O] A (Perspectives in Personalised Medicine) 2]
o202 o]olz]th a2 201390l AT Hzo] HABHZA omics 7150 27
S 9z Agstelze] 2o) BaA 71&a shdstelRe] BANH ] omics’ 7149]
AH&(Use of ‘-omics’ technologies in the development of personalised medicine)328)0f I+
g BIAE WEIRhR SRS Aol Adsiole] et BAH o
EASHA ke, o] HalMolA F9dsl= MEStolRE “AAo] Aget AlgelA
Age AR A% U] 8 BATendne Agche olrrd, 18w 2
] &%U(predispositionye 25 Y AHES Aol EZlote] Aol 97t o 2
w2 gofsla glrk )

—_

20154 11€efl= oA 2= 2
o5 stal “gAE I3t AEetel ol w

on Personalised medicine for patients):% XHE—HTEE]' o]

T 940 oA ZfEstelz o] XA Pt B
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European Commission's funding activities, Personalized Medicine, p. 356.

325) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, Clin Transl Sci. 2017 Mar,
10(2): 61-63, p. 61.

326) European Comission. European perspectives in personalised medicine. 12 - 13 May 2011. <https://ec.europa.
eu/research/health/pdf/personalised> (2018. 10. 15. & W)

327) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61.

328) EUROPEAN COMMISSION, COMMISSION STAFF WORKING DOCUMENT “Use of ‘-omics’ technologies
in the development of personalised medicine”, SWD(2013) 436 final, Brussels, 25.10.2013.

329) E. Nimmesgern, 1. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61.

330) EUROPEAN COMMISSION, COMMISSION STAFF WORKING DOCUMENT “Use of ‘-omics’ technologies
in the development of personalised medicine”, SWD(2013) 436 final, Brussels, 25.10.2013, p. 5.

331) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61.
332) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61.
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o7t 8 93] (European Commission)©l] 5] ‘Horizon 2020 stol| 4] 2FF=07]
urt @Al o - AUATS AT 4 Qe AEsolRd] B ATALS AL

Aoz AT A& KT Yk

o|2} oM FHAY Y=ol Mk /Esto| =0 el E S5t fIet tro

5T Stk dF 9, FolAE ostoptEn|E AR FHI
= (stratified medicine)334o] Tet 135 9 thp o] HUAZF ITRE T Qlr}335) =t
stolztd|a] Leopoldina 52 “7NH3}o = o] AA| @743t A} (Individualisierte Medizin -
Voraussetzungen und Konsequenzen)©l] 3t HIAE HW7lsto] QAMARS] 3 15
wolomae] x5} mxsl, AAAREST 5 AEstelze] Aad - o] B T}
A°l s TR0 FAuFAFT= JEetolmo] et HHEH(Action Plan
for Individualized Medicine)= ‘Q’Eﬁ}i’ ) ZEsto|z ol Ao 28 AF o] Al&St

A ARPoRA 4ok 4 S Ast ek

e
ot
|rt
e
e

@) 7NQGEAR BT . ol el Yue] 73}

FROIAE Fel /104E HoE AW Directive) 02 &Lk Z 19959 THHA
7 A1

oF QIR K T 2] 3392 A|ASte] olgHokE xS LE JlolA K 9] o] &y} H

fol

333) E. Nimmesgern, I. Benediktsson, I. Norstedt, Personalized Medicine in Europe, p. 61.

334) GO NSt RS Z S| 7 (stratified medicine)Z K271 gt o], AEstelw el FHA 7}
A, 3% 245 12,

335) UK Academy of Medical Sciences. <http://www.acmedsci.ac.uk/policy/policyprojects/Stratified-medicine/> (2018.
10. 10. & 98)

336) Leopoldina Nationale Akademie der Wissenschaften, acatech Deutsche Akademie der Technikwissenschaften,
Union der deutschen Akademien der Wissenschaften: December 2014 statement: individualised medicine - prerequisites
and consequences: <https://www.akademienunion.de/fileadmin/redaktion/user upload/Publikationen/Stellungnahmen/
2014 Stellungnahme IndividualisierteMedizin_kurz.pdf> (2018. 10. 15. & )

337) Bundesministerium fiir Bildung und Forschung, Individualised medicine. <https:/www.bmbf.de/en/individualized-
medicine-2593.html> (2018. 10. 15. & W&

338) Bundesministerium flir Bildung und Forschung, Individualised medicine. <https:/www.bmbf.de/en/individualized-
medicine-2593.html> (2018. 10. 15. & W&

339) Directive (EC) 95/46 of the European Parliament and of the Council of 24 October 1995 on the protection
of individuals with regard to the processing of personal data and on the free movement of such data [1995]



298 || Agsol FAPAAREHD)

FAHOR Fa3t HYAY AAIREEA, 0] A 02N WAL Hst
Z

_VL
[l
%
rTT‘

OJL281/31.

340) FAY, 9= 2ol MAPEET - FHA v=o] HAS FHe= -, 2095,

341) Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection
of natural persons with regard to the processing of personal data and on the free movement of such data, and
repealing Directive 95/46/EC (General Data Protection Regulation)

342) TREAY NAYEES A, AoazolHe 7| FAA dlolHEEA e digt siH2 s FHde
ANIRREE 1 g A eisolol gtk 55 FHAT dolHREAY ApoxA FAE AAHR Al
oF AR AR (Working Party, Group-292] oA F et HlolHE 24 37 K E S 93] (Euro-
pean Data Protection Board; EDPB)oll isllA% - &ofchatal 14stal Qlo] F 2 2|&2 oz AZE o]
U6k 4T, AUSUS SYS A0 0Ys A 68 B Sl LIRSS YR
= 93t 21, ekl Ale1d, AEety ek, 2018. 4, 83%.

343) 59 FHAGNA Y 7H°J*é££2°ﬂ TRt A0 WSS Htstr] ffste] 20179 68 F0 Tl
ZH B S H | (Bundesdatenschutzgesetzys AH 7HHEFL, /AL 2018 5Y 25UFE A Folct,
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WA H’(anonymous information), = “A'HE| AL} AHE
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A7V 7o) s ghoma AIRRFAE 27 APHshe Aol geta] Qrs
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344) o|t3], AP H Ho gl & WetozA o) 7y - HIAEAE AF ] A, HEHH A21d AkE, =7
HEEE], 2017, 225%.
345) oltf3], ZHQIME KT 9 g Wertor Ao 7hy - HAEAR Jgo] dF, 225-226%.
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346) WHE ZEHI, W ERE EIREPESS - EIEEIc BT A A A=A —FIHE V¥ 7 b ) = ST R,
YAKUGAKU ZASSHI, 135% 55 (2015), p. 647.

347) stA|gt sl =n g 91et ZiANRIS] AdEol whE Ao iE-E EtH o2 gt s 171 17]9] HEd
of -got= &2 7t A7 whgol] FAEES] WA HH dEoA= Alebr|de] A0 R g5
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