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Abstract

I. Background and Purpose

(1 Background

O The ICT convergence is regarded as a key driver to promote new growth engines. With that,
effective regulatory systems become more essential in terms of enhancing market dynamics.

O The regulatory reform of the ICT convergence sector is demanding due to the positive and vertical
regulatory systems, regulatory delay and vulnerable self-regulatory systems of the private sector.

O Notwithstanding Prompt Handling and Temporary Permission Acts!) have enacted to tackle those
bottlenecks, their effectiveness has been questioned because of the limited number of treated cases

and restricted impact.

(1 Purpose and methodology

O The study aims to suggest improvement of the Prompt Handling and Temporary Permission Acts
themselves for raising effectiveness and development of other institutions that can help to vitalize
the Act.

O The study analyses comparative cases: Certification of Conformity Act in Korea and the Innovation
Pathway program in the US. Personal interviews with key stakeholders and expertises are mainly

analysed. Various documents published by government and private sectors are also examined.

1) ‘Prompt Handling of New Technologies and Services for Convergence, etc. of Information and Communications’
and ‘Temporary Permission’ (Article 36 and 37 of the Special Act on Promotion of Information and
Communications Technology, Vitalization of Convergence thereof, etc.)

SINISUI Y2128Sa) UONE(SIBa| 22103 }
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II. Main Contents

(] Result and limitations of the Acts

O In total, seven cases are treated by the Acts; three for Prompt Handling and four for Temporary
Permission.

O The poor record of the Prompt Handling Act fundamentally results from the limited scope of the
Act that it only can handle new technologies and services which are deemed not under any
administrative agencies® jurisdiction or permissions. In addition, the Act is highly likely to be
utilized as a window for tackling business bottlenecks.

O The fundamental limitation of the Temporary Permission Act is that the term of validity of
temporary permission shall be only up to two years including one time extension. Revisions of

legacy rules are not compulsory.

[] Comparative studies — The Certification of Conformity Act in Korea and the
Innovation Pathway program in the US

O The Certification of Conformity Act?) has enacted aiming to establish standards of conformity
certifications and to help commercialization. It also shows several limitations:

- a) The criteria to be eligible for Certification of Conformity is ambiguous, b) the lack of incentive
for related ministries to participate in the system, and c¢) statutory time limit for each step causing
to focus mainly on cases that can be handled within the period.

O FDA’s Innovation Pathway program is a priority review program for innovative medical devices.

The key feature of the program is that a sponsor of the medical device charges more registration

fees and cooperates with a review team from the early process.

2) Certification of Conformity of New Products of Industrial Convergence (Chapter 3 of the Industrial Convergence
Promotion Act)



- Only four cases have been participated in the program. The program affected reduction in the

real review periods at the FDA; but high costs and opaque processes are still issued.

L1 Improvement of the Prompt Handling and Temporary Permission Acts

O Make mandatory submission of an established Act and subordinate statute that provides grounds
for permission.

O Extend and clarify the coverage of the Acts by preparing a supplement to the blind spot.

O Make mandatory follow-up actions after issuing temporary permissions.

O Revise statutory time limit in light of regulatory reform with huge impact.

L1 Suggestions to vitalize the Acts

O Establish regulatory reform guidelines for governmental departments.

O Build incentive systems for other departments to engage the Acts.

O Interlink with other regulatory reform systems such as Regulatory Sandboxes.

O Extend supporting systems for staffs operating the Acts to enhance their expertise and competence.
O Establish information systems for sharing regulatory information and actively accept the applicability

of huge impact agenda.

. Expected Effect

[ Utilization of the Acts as an evidence for institution development

O Providing an evidence and rationale for development of the Prompt Handling and Temporary
Permission Acts.

O Enhancing administrative effectiveness in order to vitalize the Acts.

SINISUI Y2128Sa) UONE(SIBa| 22103 }
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[1 Contribution of institution development to fostering new technology and
industry.

O Promoting of innovative business activities related to new technologies and services for the ICT
convergence.
O Widen the selection of choices for consumers regarding new technologies and services for the ICT

convergence.

» Key Words : ICT Convergence, Prompt Handling Act, Temporary Permission Act,
Regulatory Reform, Comparative Studies
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SkA o] A7 @ 2 B)-g A7 T Sl FDAS AR Ato] Q% WAl WSt @ FDA
O] AP (pre-market) A 23 R, Al A= A2 Z2AA D OAPEA HAE

S Sfok w24 5 A, nigoR By Hopo] AAA UxE 247 4 Ak

mZi ro

galo] W 9 sh&sioltt. Sa) A HA] SR FDAYL 471408 Frsle Hos
A, W 8 A0 SEek AsEe Aokl A% A BEATIE A

ftlo

HHZ St QITHFDA, 2016b)3).

https://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/uem452538.htm (4: 2017. 9. 1.)

5) http://wayback.archive-it.org/7993/20170111183224/http://www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsand Tobacco/CDRH/CDRHInnovation/InnovationPathway/default.htm (84:%: 2017. 3. 24.)
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ool Aol AAT e A 7]%% 7k Qlt}. CDRH= of#fo] 271
of <t

ol Shtg FHake S

ol

F
)
o)
s
;E:
>
_,__‘O‘
l =
Ll
juit)
=
o
=)
N
r;l/)l

1 A%l 9@ ZolAY 828 4 gl B9 AEskn Adst d o] F71Hos Py

il

= 8T 5 e 7le E= 717

4, A T= FDA A 29%FE(medical counter measures)¥} 22 =7} Hob W o|4+E A
T & = Ve B 71

Zt&: CDRH & FDA (2011: 10), “CDRH Innovation Initiative”, 2%

2. At A 12

(1) CDRH 7] HAPER}

nj2olA Al2e olgr]7]e whlels] SleE FDAS] At BiEA] Basit FDA
= og7]7)7} um% Jeuo] Het ozs)71E A o] SFeR U 7 530
e} g FAE BeITH<E 1> B

F
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<E 1> FDA 9|87|7| S5 &F

s g W & EZE
AN RET} A e AE e
5 _ L7754l
Class 1 F|Ajhe] AR A8 AT, 2223
QA | AR A ATAGI0K) T EAAAR 7 @A M:{; °
AA| 271719 oF 5% S e
e o | TR B ISPl 9 A2 FFET A2
| awAs SEaANY 24k @
@A | 2T i o . s o | T A,
. =9 BV, A B AUH AE Aw F g | D T
ua; - (Postmarket Surveillance) Z3} TEEE
- AA 927171¢] oF 47%] S
Class 3 @779 71 AAT 74 WY
(A | el ABE SN Tl ok o1
9| Qw9 SuARes kAT A ERlo) BERe AR |
Ad A | gRE A A $(PMAC] T8 (=)
Eai)) A 9&57]719] oF 8%l i
A3 FA7|AFEADAE (2014: 17-19), "FEAZAE SHU-FDA,,

http://exportcenter kr/standard/info/guide_standard/info_pdf2/FDA.pdf (84%: 2017. 3. 24

53 190 Sigohs YHPAE BE 92771t E4ojof ke A4l FAE 2
ek 2719 TP 55, €J27)7] JAE AR, AT A ADAGI0K) A%
o AE AX, FDAL A ARES AL $I5t0] A% AR ettt 53
20 SR SEHAL AN Tl Qo] 27t AL BRF SR AHgAF B
E]% 2 A8 A (labeling) M4 Aol Z7bEk BABo R S 3]
el zs/e b AA

A

dol e AFS=AM, A 74 B, A3kl A4 EH-

L2
ol
1o

l?J\
Az e ASD 4 e 71717F 225 ofof whet 5+ 3] sidsh= o=
7171 A3 A 5<90(PMA, Premarket Approval)©] B4=0|t}.6) PMASE A R, 5=

6) YH 353 ARZELS AW A £A(PMA) $lo] 510 2T AF A7} 758kt @ PMA AR (19764
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AR, A= 2 FHAA tiet F4ATE A A](GMP, Good Manufacturing
o]
H

=
Practices) @4 AAP} QTHHFAZ| QTSR LAE, 2014: 2).

FDAZ} 7193} 9=7]7] AARE =98 dis 719<] £E A (sponsor)2t &0t S T
AlStal Qlth. FDAOIA gshs AEAE 96| AE S A2 o= Sdste 7)
A T HAIE KoHA| Geth FDAE W= =8 3 (CFR) 2191 BlolE A% 2 &JoF
#(Food and Drugs) ol ¥t FAIW-8-S FE4-ot=tl, sid -9 AT AHte
of el gl o] FAx o] Qlrt. Al FAE AFEA Al HAE HaoHH, AEA]
gt FDACIA Aok 9oFE = Qm7]7] AlES] eHFaAd 2 AGA AlddSol 28
?F ZAK(investigation) AF=E Z&3s] FH|olAL AlFd & Q= A € 7] RithD)
FDA= 9|=717]9] A+ 5] ul=r o]9] 2194 MaE]= A 7oA o, <
S A BAoll= WEA] = AEA(GYAAN T oot s FAsk IthE4A71Y
=2 HATE, 2014: 26). GEHA o= ml=oXe 7199 A 5 719 ATEEel ~E
o] wj-e- Fa5tH, 7| A0 47, Sl 5 A-o sl AEAZF ok
Ae 7-57F Wk 224 9] 60~90%+= 718 FAANR ZA|AQ] AT o1 9l ofd

EE 7HAAL qlof 7199 e dAs| btk

O>~
oﬁ
to
1o,
b
)
S
S
NS
)
)
~ A
o
>

QA AlEe] B71FA B e, A 24 & Adas], Sde At ‘?3% e 5=
HET 4 Qe vl= 7] 2EAE T el A ezH Z9do] AlEste £

FDA QISH8e A7 471A] AxE Atk A WA= IDE(Investigational Device
Exemption) ©]% +3(Pre-IDE)C.2 EZAZ Q1 AALQ Y H AZEA L} HA=(CDRH)S] A
A AEEAlolt. IDE= YA 2m7]7] A8 Ao, AT A A1(510(k)<
At A SRPMA)S f15iA= IDE 780l whet a7 Flaiwofof qiths) of=igh

59 28%) °W°ﬂ o= Al =4E 717], Bx @ PMA A7 Pl A R(CFR, Code of Federal
Regulations)ol] A= ] ore /WY & 353 7] 7] 5] gttt

7) 21CFR312(Revised as of April 1, 2017), Subpatt D*Responsibilities of Sponsors and Investigators

8) IDE 742 G4AE 2 A7o7k, Se] Stol®, A7 A 5 A% DU, 74, 9% 84 4, 44
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FUAEE Al EWAok SARE RS AEAA 2AH DE B4 A vl
FDAS AR 212 WAL Qi T WAL IDE $902 A0 uet ZuARE
AAreta, Al A2 AA| FHHAF 3% (regulatory submission), FFAJRFC. 2 AJFEA] A
42 AR CDRHE] VRS A WA Bl A4 a5 BARos =g
O AZAZE AR 25k CORHE A1E BRE AR THE AARL 3
o o] BAGAL AZE B3k oS TAAL 212 Helsol s A2 58
23, cjoat Bokel HRIPL Aetel AR SRS BA, E
BHE Bol F7h AR AE ol R A B4 1 47 o 52 TRIICDRH

& FDA, 2011: 9).

tlo

r
>
i
o)
1o
oz
fo

i 371 A5
FDAZ} 12} A1 A DAA FAoll 57F BEE Q49 Bl-&-2 20079 61%0l4] 20104
77%2 Z7}8HLee, 2012. Apr 14). 714 B4 rt Z7VstdAA 449} FDAZ} a1es)of
St AH QA7F YT wolz] 1 oo w2 2gutAo] Az} T uke X|7to] AH|EL
Ao},

A=A % | =5 7|2 A 23] 452 SAX(SE, Substantially Equivalent)yS 23517, (PMA
A9 RS DAR A 2o e A @ B B Sk FEART BasihEATI94E
|

Gli= 2014 23).

_, O_|_4 r°‘

4
_Q
2
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(@) ol=slold Aglo] 23R}
oliewlol 4 sAfol YISt FDA 7 A4 Babe shash] s, 9 o
g 9T 71E 9F A% U PAL FUP) RAFAAE A4 SIS BEE A

e 0}9514 T2 FA U 7H AdS Fdiet 285t HAM(review team)=
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[A3! 1] The Innovation Pathway =2 M|A

REGULAR
DEVELOPMENT "'r'i'%}'#;‘}?"
PATHWAY

PRE-IDE PRE-IDE

IDE

IDE
REGULATORY

SUBMISSION

MARKET

REGULATORY
SUBMISSION

% olz 2%

i -#vhhols avay

MARKET

Zt&: CDRH & FDA (2011: 9), “CDRH Innovation Initiative”,
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsand Tobacco/CDRH/CDRHIn
novation/UCM242528.pdf (4:<: 2017. 3. 24

QA QFAE, T2 4 J1%e] uhet Fel dhife] SEW CDRHE J147
SR AR A, TS ol¢r ek, 7b 27 dlole] wel, A AR g, S}

QA Thoh, 45 A 5O AL PFAOR WA 71 E TRA2 N AE
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Aol #7444+ 84 o]Folok FDA A% <lelo] EQluglet. shAer £ me 1o
(e}

Fa2Q olzsl7lo] Gal Akl AR B4 AAe BU AR 912 9 4Ee Y

] -1 A QRN L
gozH o7 r7|gAe] AL A EHIE wAL AARE AR F7F ol et B g%
EAZE 2 Qe o]+E ulg] ekttt CDRHO] AAMET AZAZE AANS 9l Am

o] Y3 2

7F BAdRt thEok Azt 9 Aol miy A7} ety fejxzog AAA HeRE 4t
A AR 2205 A e Adste] we A5t o5 RO APAME 4
71H o= Qdto|Este] of HutolAE Al7gstal, AR
FH 30 ojuiof] 478 AaE AFEA o Attt Eot A4 & AHAREC] 27
of A Aol ELg dolE HARIh MHO FAAQd FFZ Aok
ADTI(Associate Director for Technology and Innovation). 'HEz ZZAJITHCDRH &
FDA, 2011: 10).

T HAE ST 7ledd Bt AE7kE 2710l mhetehe Aot 7l ol4rE vlE] et
st Al W M27F 5 o A2 Uttt ofF 7= CDRHE| &7 HIEH

F(CDRH’s Network of Expert))S &-8-3ttt. Al HA= A|o]A bfjL*](Case Manager)’

9) CDRH’s Network of Experts= 9]% HAE7 YEYIZ, FDA EHo]z|o] ¢JH AL} SOPE YRTsHd 7d
olsro] tial] 1Y o] 7Hssltt FDAE <F HE7t Bad of, ZF EL I /e o4& Hdsta 7t 35
< FET AE7 oASHold gl 7 glo] offrell tiek mE o7& CDRH AAbdo] mpelelct. ol
oAAA WAt ofgt CDRH A ¥o] HE7F AAg 5o A2 A4g Wlg & =S FEIATHCDRH &
FDA, 2011: 17).
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o] ofgdolth. Aol miyzfs AEAL}L HAATE ] AFYA ol HAdsh, AEAZL
Z2Od A S 45| Ik 4 IR ERa £th 2EA9F FDA AATE 9
2 OF 5 shelth vl MiAlE 715 HilA 9
2R ERlERe, |7F, A AL T Be
ot B FasRith Aweld AtaE Bl I

% 14 ofgle= me skl sjashs 7|25
A 1209 ofufe]l gk Eofof ghrt. oAl
HWHL %’rZﬂ HAE 915 B EHl o= AdARE AlEol AGA F PMA©]
Hoh=2] Ak BAIR 7)) oF 300 7FF A8FE AE] AR 2F 150
o2 TEotrs oFeletgirh. oA WA= Ftt VI ZREE Aot &
Q1 olg7]7]= 71E0] AT 2] I H A oSo] ERESEE AR
HTHCDRH & FDA, 2011: 11). BHA]9]
A A ERlelth ARt o g AHATES QuA T AlE E109] HE AARS
o= %M, FDAS] 7HAMAT FAl 7] B/ whet thefet Zoko] A7t &
FTHCDRH & FDA, 2011: 12). Z21A-2 ti7lf #HQl HAFH(Lead reviewer), 2=+ ¢
AARE, Az Y ej(efst, Amsot, 71AlEst, MAgst 5), FASA, SxF epilE AAR
A ZTA AR, A2 RUYE R (BIMO, Bioresearch Monitoring) AJAFE, 7]EF

S EAS, TR, AR, ATEe], A0, Yo, o5} ) SO 74

O T»

ml

=

>

=

e
o
o

o It _13;
341 ol

f
flo oot rz e,

ot rie

<>¢

-

Hth(DeMarco, 2011: 146-147).

oliculold sAglol Al 7H0] 71 QX A3 glek. A WAk, Qs
29l ¢]27]719] AFALE FAekE Rolck. £ AZE B4 71717 uF Age] A

10) FDAY] £ZA e Al (center), 2~ (office), AF+-(devision), A% (branch) %02 AL o] Qlr}.
CDRHE= AlE o] &3tk
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o}, olkHo]ld miAfol= FDA AAFET 7171 dAI7} Zé_‘@ﬂr@%
ARADLRAILE AFSHES 7180 ATHFDA,

I
i)
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Fy
N
il
4>
%0,
H1
e
it
rr

1) 2 714 AelAE EYIZ 5712 g9 4AE AL St © =4 i8S i &
s 2, @ Ho)-$1%(Benefit and Risk) T & 248 21, @ ARE ZH5He &4

A5 B35t g5, © JAFEAY EHA (FDA, 2012b: 7-9),
http.//wayback.archlve-lt.org/ 7993/20170113202317/http://www.fda.gov/downloads/AboutFDA/CentersOffices/Office
ofMedicalProductsandTobacco/CDRH/CDRHInnovation/InnovationPathway/UCM299392.pdf (F4:%: 2017. 3. 27.)

12) A|2L 7]&0] ALale] vl kS Tol-913)(Benefit and Risk) 02 of|&sH= T AYAR, A7]|&o] B4
% sk glott ol 7Rse SiRrisk e ol 7Rsa oloibenefine] 45| Ak WeEE A4S
8P 4= QITHFDA, 2012b: 7).

13) http://wayback.archive-it.org/7993/20170111183224/http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/CDRHInnovation/InnovationPathway/default.htm (F84%: 2017. 3. 24.)

° odE A=A
e 7, @ ol
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FoRe U A BIWS AT A, TRAEC] Felstn SEUALE B0
FDA W% AR7FE9] 7144, 92 Seo] AT 4 gbA Fol ZgArh Az
Gapele Aol & A mAYTe] 2HH Gt AR} 7181 FeA|, A2e
A REe FESPIT G 718 5 YA Teidick sAsoR 35 HaRel]
717t Fke B AEE BEE sHA), A4 710 v g ¢

e 7]
AR QRS 713 AL F1A=7], FAZ0l B9y AW 71 2 Q] IAE

(1) oli¥lold HAgo] A7t

oliHold sjAflol= 20118 12} 2RI AlFF B FR $, 20124 ofleH|o]d
240 2.0(Innovation Pathway 2.0)2.2 o]ojF 1l 5\ 7+ & 479 2 A ET} Zofs}e]
ot A TRAELE 20114d 0|25 AT A Z=(DARPA, Defense Advanced Research
Projects Agency)oll4] 712t B &9l ZAEE A|AH|(Brain-control System)©]T}. o] LA
Es He 24 3 Hd férl]% tgo= gt 917 H, & &7k 715 T FEA
A7) 0]2] A ~ES AESHCHCDRH & FDA, 2011: 10). 2012, ‘Entrepreneurs in
Residence’a}—L— Z2JP0] Egog A ollHo]d mfAo] 2,091+ ‘Innovation
Challenge: End-Stage Renal Disease’®] 371 ZZ A EZ} ofolglal, 20143 11¥€0]| =
5 Qth<E 2> 1) (FDA, 2016a).

O

14) http://wayback.archive-it.org/7993/20170111191653/http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/CDRHInnovation/InnovationPathway/ucm286140.htm (8<<: 2017. 3. 24.)
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<& 2> O|LH[o]d T2 0] FHA 7|7|

A7 71718 N7 |2
ol BeQl HEF AAH 0= 915 ATAE = (DARPA, Defense
(Brain-control System) Advanced Research Project Agency)

o4 7Ms3 A HEI|T _
2012-2014 O Be|Eujo} et A7
(Implanted Renal Assist Device)

z8 7}=3t o1 A&k
2012~2014 Blood Purification Technologies Corp.
(Wearable Artificial Kidney)

E/R-]Z—l% Wy }\]_/_\Eﬂ
2012~2014 e = - Greenville Corp.
(Hemoaccess Valve System)

Zt&: 1) CDRH & FDA (2011: 10), “CDRH Innovation Initiative”,
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsand Tobacco/CDRH/CDR
HInnovation/UCM242528 pdf (4<:%: 2017. 3. 24.)

2) FDA (2016a), “Innovation Challenge: End-Stage Renal Disease”,
http://wayback.archive-it.org/7993/20170111191653/http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMe
dicalProductsandTobacco/CDRH/CDRHInnovation/InnovationPathway/ucm286140.htm (H4<: 2017. 3. 24.)

2000 FA7iet 37 ZRAE e T2 Fol= Qs 72 T 47 A48
Sk 9] AlRte] eS| TEE ATAL SIETHFDA, 20162)!19). ot AR T2 1712 o]
ol s Ago]e] & mR IR Ao R 20159 WEHL Al <1 L TI(EAP
Expedited Access Pathway)’o]] ¢o]o] toislgich. EAPol| #ojgt & mgAEL 717
2018, 2020d0] Alge] 82t o Folt. 7] T2 IS 7| gld A= 7&

g ulgog o] wEe] AH-A% U 591 Fzk] 23 del of 483 WA

15) http://wayback.archive-it.org/7993/20170111191653/http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/CDRHInnovation/InnovationPathway/ucm286140.htm (4<: 2017. 3. 24.)
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=70kl A AFet AAE k. A orr)7] 9 wE el kes €
2

7 e T, s 22 Foid 4 Sle A=r7] A UF Al

b

7
HEG A7 A8, o5 ek QB Qb Av SO BAS Se 3, 9%
m2 23] A2 £7] £ 2 o] ZRAA Al L A glrke Zlo] BAlZ

A H == Zolth(Lee, 2012. Apr 14).

SHAIRE FDAE 23t ARE Q] 51783 Thaet kB off a1, A AAp7IRte] 7

u!
o)

F4EE Zo® Yehdth (<& 3>, (11 2] ). [17 219 2], 20099 ©]F PMA
AAL 717He F25] 7HASFATHCLSA, 2015).160 AZo] PMA B ALFPAER oY
HE S0l Hg 7A)E 20108 93704 2012 58740 & thE A4S, PMA 59l
5 20101 59%°lA 2012 70%= F/d= ST Et Al o)=7]7]9] QHAd
Fe BAol7] 91l FDA SHlo]A]e] Al & F7HIAE AF7|HoR YRESHY
ATk ShARE A Ee AL vhFoliAl= 71e Hste] whet b H g dule2

AA
%5] 75%= 4815t QITHEDA, 2012a).

1\

<E 3> "o dAF 7|2
2007 | 2008 | 2009 | 2010 | 2011 | 2012
510(k) B 23717KY) 110 112 133 147 143 -
SE4A 554 SUE%) 85 83 80 73 78 80
27} AR Q3H1&(%) 61 65 72 77 75 74

16) 201392 g 2|77t Bagh 957]719] A7t AR 8%lA 36%=2 Foote] TAH R Wi PMA 4A
7|17te] Z7FoFSAt). http://califesciences.org/2015fdadeviceupdate/ (44: 2017. 3. 27.).
17) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma_pas.cfm?s=a (34%Q: 2017. 6. 23.)



A el SAAE HlwEA || 37

2007 | 2008 | 2009 | 2010 | 2011 | 2012

PMA B HAPIZHY) 338 356 389 354 266 -
Ak PMA HFA4(7) 74 75 74 93 93 58

12} 473 71% 24 A5 Hl&(%) 80 77 78 86 70 74
PMA 5-Q1H]E(%) 76 81 68 59 70 70

Zt& : FDA (2012a), “Improvement in Device Review”,
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports UCM329702.pdf (345 2017. 3. 27.)

[3% 2] PMA HAF 7|2t

0 Submitter
I FoA X Toal decisions
500 days

BB
400 | =~

Average time to MD'UFA decision
- [ et
2 8 B8

=

‘00 01 02 03 04 05 06 07 08 09 M0 11 M2 13T 4w
Fiscal year (filed cohart) "M dosed ""79% closed

Zt&: CLSA (2015), “CLSA Report: Recent Trend In FDA Medical Device Regulation”,
http://califesciences.org/2015fdadeviceupdate/ (F<: 2017. 3. 27.)

@ %4 227

FDAE 59 A} 14 ©% m2age 7as) Ageigth ded 47142 28
g AR A9 Aol §H A W} 042 ThElok 5] o] U AlAbRLt

e AE 9 28] © 71 ARkl 208t TelE B7eka, A4 44 gL B
ol2iz Alzko] B Foldl Ao Lpetrt. of
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AR SA O FEet oA wgter Qs gt dAA BT # e Ad_aTt
ARde] B2 AAE dEes 2ot

olirHo]Ad Ao 2.00] FmE ©]E3] 2015, FDAE PMAS} de novo 2] 7]7]18)
£ o sh= A4 915 T TF(EAP, Expedited Access Pathway)= A|Z3Ict. FDA
oA 7]&of FePste oJokE Al&iE] T2 TM(FDA drug expedited programs)¥t ©]'-
Hlo]d mjAgo]o] T8 EAE E-8sto] FAIZAQI 7]&9] 4153t HAE 5AO = k=
I =2 15]0]tHCDRH, 2015: 9). EAP= ©|leH|o] A sjiAgojet nprix] s AAES X

7] melete] FulnAS BEHoR AW E ThE bg 2 SHL %] Baw

SAE ‘E—E%WJE}% Holth. Al £ Hlo|HE AR Y wii= 1917 (Benefit-Risk) 27
UHAE ol A Hoof FPHS Tofetal A SAIZ It A o]9lo] H
2 AHS 3]-8SHHCDRH, 2015: 11). AR dloH
3t = olofgo] et AFE FAl E AAF A AH0]
5

AR F 4SS S 8ac) o27]7] At

+
.
5
<
3,
Mo
o,
Ho
=
&
o,
ofl
fin}
©
a

ApFol et A BA glolHE F20] AASHA =g 7ol Btz 52 g A7}
7FsslioF sb7] mizoltt. et EAP I 5ol AFEA Jo= AlEFe] 7le2 - et
A7 A9E d4s] sAEn Al BAH Z1s 9 AHAE mebshes bl Aol 29
HEF opuet o] = Qls of712] ¢b2 ¥hek E 1A ©f

AH V}oﬂﬂ] 57 E th(CDRH,
FAAIZI AT EAPE 20154
Z I3 FFAIFTHFDA

E
= T
2015: 21). A} ol vigo g

59 oF 19 et 5 20719] 4

-

r
o
ofN =
3
)
1o
=
Hu
)
ul
il
=]

Voice, 2016. May 31).

18) Innovation Pathway®] o] A3} FAkslt.
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(3) F22] SAAE)

H]=9] FDAZE oltHo]d mjAgo] o RE HAP IS sl #535] =sst
=ol AAESAETE A oR JAE7] ARY ST AR Al S AAlshe
=7ks0l itk 11 % shrh Sl S5 AR Hls) Ao A AR
7h 2 B opyrh. Aadflo] I 2EL GDPO oF 5.5%= wl=o] 1/3 501 9|77
7\ AL of 879 FRE HI=] oF 6% Eolth. SHAN 1919 WAA0J® AH|gH
AE2 A 1019(2004-2014) A} sE7F S7FakTE. o= A AIARIAM 7MY &2 £
= B AR FEH AR 7HedE HolEth(Emergo, 2016)20

9 Y7 SHARYLEA=TEE(CFDA, China Food and Drug
Administration)] K2 7ok A3} TRs e, AAPIS-L 2t o] AEelorEzs
T2]=H(PFDA, Provincial Food and Drug Administration)©] Wo] ©otal Qlct. 77
H2j&Ql ST AIYE FAIHE T2 A 7]&(low-tech), FHH & F(mid-range products)
7F gF-ER T w771 GATe] Aol AU 4 ASie shA|ek whE A FeE =
T 5to] wheb Aeh7]4(high-techy 7|5E02 5 AAA 0] AH| AL @77} FE0HHA]
Sfel71de] A Aol Hat = —%H]O]E}(Emergo, 2017a).2D)

FotolM MAEED Awrh BAZoR Ake 2 20098olch sH% 2000] T
rEEHE B3 FRHA A SHATS ] do) A oR Aame A
o) dAEE At B0He o|7s]7]0) AEsIE FAs] 9iat BAoR Wk
2e 20149 AR WA RAZoR Sejdt). ofF RS ARSI A4 12

]

20179 199 +A5]7}F- XK (priority approval procedure)= HH|O|E E|JTh<E 4> ZF1T).

19) FAAIE 2Fell glolA =71 EAT a9tE Hot A0 AnE7| 9Jaf n=} A S All= 7hek
SHA| EASHSAT.

20) https://www.emergogroup.com/resources/worldwide-health-expenditures (<%: 2017. 7. 31.).

21) https://www.emergogroup.com/resources/market-china ((8<%<: 2017. 7. 31.)
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2009, CFDAE= ‘9l@”]7] Z1&3]7F82HMedical Device Emergency approval
procedure) & EUS1Lt. 271 213 Aol WAlslel A2 BA} BET ) Ak o]
ere] stz 94 SbE o|2 J171E AelA ol8ake ol Boldrh. 127
dhpol dl ALEE BERA A 4] o, B4 9 F20] 7hsol B9 AN
. vltel oluold WAoo} 2L AU ol2771% Siat A s
201495 E 2AH0Z EQlE|9ltt CFDAE 20149 3Y, AEED 7§4E Tl 54l
A o77|71E {3t E45]7FE4 2K (Special Approval Procedures for Innovative Medical
Devices)E A5k 20149 7H O] 7 2 542 = A 7ol o147t
Ae T 719 B F= Ul AMAET S 2m7]7] A Aol 7Hs RAITE 20149
W ol5 = o] 719 B slie] AxAES] AP ZYel sl 8= oF 20168 ll=
olg7]7] $45]7Fa 2 Priority Approval Process for Medical Devices)’Z, 2017d o=
g 7]71%H] AAF 2 5] 7F-A14=Q](Priority to the Examination and Approval of Medical

Device Applications)'Z2 7§ 755 THARQon, 201622); CFDA, 201623)).

<HE 4> 5= IAEEW HE F2 WHAE

0
s =g 24 ¥ &
o|g7]7] Az} o 27)
Agsl7pdat 1) 3FEA A 13 33
2009 (Medical Device | 2) S= 4l FARE AlFol gl B¢, E=
Emergency 3) FARRE AlFol Qo A71A] 2 B 5% eE gl
approval 5 4%
procedure) (BA) 33EAY A1874%F A, 34 2 =l gefl AA
44 (A2 o 231)
P amsniz g | 1) 32 0 arlen 6, F1koliss), T FRUsue

22) https://www.arqon.comy/single-post/2016/12/06/More-Green-Channel-Fast-Track-by-China-Food-and-Drug-Administr
ation-CFDA (44: 2017. 3. 29.)
23) http://www.sda.gov.cn/WS01/CL0087/165582.html (44%Q: 2017. 3. 29.)
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oz A=Y zd 4 4
Council)el] 9Js| tiZell 5701 A7 1L HEs 4§
2) AlE Fa 9] 2 uiAYZ] F=olA A3 AR A,
E45]7HdAt AlE At 2 Heto] fAMAIET Hlws) ZEA o] &
(Special Approval A, A 729 71e9 A, 43 oaky A{IE A A
Procedures for | 3) A= A 275 g=otal 7|24 AEAES
Innovative THIE A, A+ o] Aol FA| 7HssH
Medical Devices) dAtdlolHe $Hds FHst 4 e A
=U(E), o9l 719 25 3 7
CIA7H = S= U BAAE 2 =799 o 7He)
g =W Class 11 717] & 3] Class 11, 111 7]7]
&E4 ) Y777t v 20 HEY A
1) 37 A9E Ad B= Bty BYe o5k AdS 71
2) 9 %S e T A=ot £ ooty A 71
S5 7]717%H] 3) Lofab Pl E4eotal EbAel AWe) Ad B A®
A 3 E7L (71 BHAQl A 3 ZzHo] gle o)
Rciront 4) offol* T wizet AYe g B X &kl Eit
o017 (Priority to the osky AdE 714
Examination and | 5) &Jstdo2 7IG7t =87} glou = Yol 54g AlEol
Approval of s7tE]o] Q1A s
Medical Device | (271 2) =7} F3 Fsl/7]&/AT HoF
Applications) (A 3) 7|gF 94449 900l Wast o777
23 F (1), Q8 BF 5ot 730 4e9 A%
Z27 3y FE5oHH AFA AE A $AeE HE. AAE Fol
Q7 24

* 1o, ool $3 BAHMe] Farklolng s m

Zt&: 1) ARQon(2016), “More Green Channel Fast Track by China Food and Drug Administration (CFDA)"24),
2) CFDA(2016), TiJmos TR AT B8R e FHERLF I A (987]7] 49 TRAA 9449 T

)29, A7

24) https://www.arqon.comy/single-post/2016/12/06/More-Green-Channel-Fast-Track-by-China-Food-and-Drug-Administr

ation-CFDA (£Y:
25) http://www.sda.gov.cn/WS01/CLO087/165582.html (<5

2017. 3. 29.)

: 2017. 3. 29.)



42 || 1cT 8% ok FAMIAA Ayt 37

G491 AP FAIALE ol u}xwmi AEA| 57} 14 ow Aaiet.

St 4178 Sofl= vhE AR A gHAd ’3/\]'01] 017}71] Qtﬁ A7 EE Fd] 25D 209 (F
4%) ool A48 Wt 7110] Zstolof dhet, Ak AL AT AAE Batal
A A= o)7 7] 7] 7HAIE] (Center for Medical Device Evaluation) = 1 W 2] 17 Al E] of| 4] =
EE e R A5 A AY B 09 T 20U U1 5

Eo]7] % ShR Al Aol ke 17 A1) o] chch
Xuqo]ﬂr. 201497H o1 9] 719 R A2 GAE = S| AEEof ofd 4= QA HHA] F= 7]
Aol 13} 71T 7 Aol AFSIFEBIT PDATE Sl Foheel g
CFDAZ} E6tal Qi

S fj2EEY 299 Ay % FYolth. B7HIEHANA XF
Holzg Aol =W o AlES AARE BI7FE O] AAF @1 Aoffice)’t A AAH
£ @7 Hot. o|FHE+E= CFDASF PFDAS] 35 #2|7} A|ZHHth. CFDASt PFDAE
i AEEdof Zrofot 7]4olAl 517 (%) ol SHEE ot T AEA]
o} AAbcko] Agkst ARUA 1AL Yol A At Ak (liaison)S B EIC) AATE T}
A, CFDA, PFDAS] A714Q1 =2lo|lA= 7|4 o]y, oHd EAES AFd HES
24 719 % 7]3o] Aol Y _4-E ASkE 7127t FoldiH ol AukA<l 517t
Z2A 2ol ERIER] oF= HAFo]tHWang, 2014)26).

(¢}
%
>,
ko
B>
18
>,
>
Dol
o
1o
i)

O

H=ibe ge] S0 A E EH A= ofu] ZRA A1 A7 LEQ 11 §let 2016 69 7
& HAEE oRet AFS F 66711201H o] F 47l= =AML AlFelrt
(Majewski, 2016. Feb 11; Gou & Bos, 2016. Jul 11).28129) S| A E E& A 2 Saf % 51712

26) https://www.ropesgray.com/newsroom/alerts/2014/February/China-Releases-Fast-Track-Approval-Process-for-Innovat
ive-Medical-Devices.aspx (F4: 2017. 3. 29.)

27) 20149 1778, 20154 297K, 201610 FHH7HA] oF 207)7F S74= %At
28) https:/www.namsa.com/asian-market/steady-growth-for-chinas-medical-device-fast-track-process/ (332:%: 2017. 3. 29.).
29) http://www.gservegroup.com/blognieuws _93-70 china-publishes-draft-of-a-third-special-fast-track-green-approval-ro



A2 F9] AT HLEA || 43

Oba ot A1 222016 29 715 & 87| th(Sharma, 2016. Feb 1).30) IAE E &0 W 5]7]<5

A7 oF 12 20 & TEohe AlRHA A3 A7 SIeh CFDAS] dut 5)7 T2 Al A=

Bt oF 11782 d0] A Q). SRR i AE E RS Fofl o 7HS Xei3h 2ot A E7HE 7]
o - ]

a}
T2 HFT UM Qi L AFE] 5 VIR 697 AR e E SR L

2 Z 20) 2] 7180
(2F 471 ¥)o] ZHtHWanget al., 2015: 3). CFDAE 0|32 & 2|44 0 2 s|AE E S Shf

5171 Y3l 2016 5078 9] 7] A A (technical reviewers), 10782] ]2 7]7] #&] Y(medical
device administration)= 3} Z 4107 9] 2192 S5 tHGou & Bos, 2016. Jul 11).3D

AEo] 7HAA Aot A&54 g Etolyl = HAEEAE 2 742] AE
Qb Qirh A WA= 45171 sl"o] wlg- Aol ARt FoRith= Foltt. o] ol
Hlo]Ad sjAfolo . FUoHA A= WEom Tk o7t ot 7 H 2=

sjaglol@t) R @717 ¥ B2 sI7K8)E Sotdloy, dEs] Ak
A mg O dRchs AEY v FF BT 200 UelgE 2 Aolrt UA] gt
Alzlo] Bl=e AT PMA EF747F 20129 715 6070 7hF 1] Hlal, =12 2015
11 7|E02 AARE ffsll ti7|she Aol oF 27 4 ojog o3| ko] o]
717} fAEEZH O] &S 7] 561al Qlth(Daverman, 2015. Nov 19).32) £3] 5j|]7]¢]
O] AL o =oh. AI7E WEA Wl a9 7]¢foll tiet A7t o dAsH| o
woll sile] T471% T AHERS] T AT AE2 AN ofdthe B77F &A1t
ot =4 719 Al S Aol BE7] s W FAI-8- = (Regulatory  Affairs)=

Zgofoto] AFojer o] HAE IWUsH stes £ Al lth(Emergo, 2017a).33)

s
‘_r‘
=)
e
rx

ute.html#sthash.LBZ2nJWd.XJsRchp0.dpbs (<4<: 2017. 3. 29.)

30) https:/medtech.pharmamedtechbi.com/MT040706/Chinas-Fast-Track-Process-For-Medical-Devices-Growing-With-4
6-Products-Admitted-So-Far (4-<: 2017. 3. 29.).

31) http://'www.qservegroup.com/blognieuws _93-70_china-publishes-draft-of-a-third-special-fast-track-green-approval-ro
ute.html#sthash. LBZ2nJWd.XJsRchp0.dpbs (&Y: 2017. 3. 29.).

32) http://www.chinabiotoday.com/articles/20151120 (F84%: 2017. 3. 29.).
33) https://www.emergogroup.com/resources/market-china (4<<: 2017. 7. 31.).
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T WAlE dadel B0t =T n7kR = Seol Ak 94l 9]
S7tell= Si7tod R, AAE 717F Foll lof B8 Aol EARIT 5] = H|AEE(]
A A A 5= A 22 A N AR A 9] S8 ol W1z 9] HZZAte] ok
=of| & J=77]7] th=A7|dE0] T Aol &
202 UepRlth oF 81%2] 7194e] A, 714, A4
7P 2 fdadles Htow ymA] 19%k: AI7F 583 ol
Ch(Wang et al., 2015: 2).

[
=)
ol

=

ox
ﬂ-ﬂO ox
ro,

2

oX,

251 FAIE 4] ofx)7t Bot 719jo] Aol A Zulshs b 2 ofe]

=o] TEth. AFAAHATF(Clinical Trial Waivery& o= 24, 2571719 Q/3A]
2 W 1~2d0] £QFT 10~505F SIS H~7TsH )] vgo] ot oA
Sl 71960A DA A = AR B8-S obd 4= 9l vl-g- 583 @4oth
WIAAHAE 7] alixle= 71E TL4d%5= 7H AR 454 584 S84
of sh=d], ofell thet FAo] mje- RosHA Hojgleh 94 Ad5A TEA 7] B4
ofth. E3F QIAIRAEA] Zhol=elo) ofaf Akt sfe] A= IR Hof glont
S HiA T AT A 77 FEEA] ot Z1dolA vl 7]kl HA FHIsH

ol AAo|thWang et al., 2015: 5).

Aquitt e AR 2RHde 7HEske gaoltth slvde SdEEE
Z519] CFDAYA QA o= AAE AsslA|gt 23 7]¢]<] A9 7+ Ao 7H=1]

3l PEDACIA 12 AAKS Wsbl) slolgict. of u} 2k PFDAS] Wefsllo] ehgatol
Aol ket ol 4 9L, A ol HAl ARE o Weu 9 ook AL

ks
Q77F A7) 497t ltk. dlE Bol, Al = F4ofjof b= HlolE= PFDARIT ¥
70 digt siAo] gt Aol dytdo] glrk. of# o]-f= Z|dEo] Aol B 5
Z21& FHlok= Ao] E7Fssta 719 Ul #AIH-8 o] PFDASKS] ARUAlClAS |
oty Ao t-55k= AAo|th(Wang et al., 2015: 5).

34) 1 RMB = 0.15 USD (2017. 7. 28. 7|%)
https://www.google.co.kr/intl/en/googlefinance/disclaimer/ (4: 2017. 7. 28.)
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