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A construction of support scheme for health technology

evidence-generation in Korea

Chong Yon Park', Jeong Hoon Ahn', Chea Min Shin', Yea Il Joo', Jun Ho
Kim'!, Sol Ji Choi', Min Kyung Hyun®

1. National Evidence-based Healthcare Collaborating Agency

2. Dongguk University

OJ Background

The health technology is being developed rapidly, and the investment in
the national research and development is being grown continuously.
However, the evidence-generation activity is not fulfilling its demand
virtually. Because of this, the promising health technology is sometimes not
introduced to clinical practice because of the lack of evidence. The gap in
the introduction of promising health technology to the clinical site due to
such lack of evidence can be sufficiently complemented through the strategic
support of evidence-generation on national level. As such, this research aims
to suggest the alternative of domestic evidence-generation support system,

covering the health technology life cycle.

O The system to support the generation of evidence in health

technology

The result of reviewing the research support system of the US, the UK,
and Australia showed that these countries already constructed systematic
support systems in various fields such as the operation of advisory
committee to establish the research plan and methodology as well as the
financial support, cultivation of the research personnel, and network
construction support to share the result of research process or research

result. In the stage of research subject selection, they support the researches
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by separately operating ITT (investigator-initiated trial). If required by the
national level, these countries ensure the balanced research performance by
selecting the  commissioned research  subjects, apart from the
investigator-initiated trials. In addition, these countries promote the system
improvement to simplify the research procedures.

The ways that were the most frequently used to support the clinical
research in Korea are the research fund support and the infra-construction
support. The educational support to cultivate the research capability and to
improve the quality of researchers, clinical research management system, and
the network construction project are also being conducted, but their scale
and role are limited. The result of reviewing the evidence-generation support
system based on the health technology life cycle showed that most of the
support projects were concentrated in clinical research evidence-generation
support, and there were comparatively less evidence-generation support
activities for promising health technology and research-stage health
technology. In particular, the horizon scanning of promising health
technology was conducted only by the National Evidence-based healthcare
Collaborating Agency (NECA). The support system for scientific generation of
evidence shall be improved to prevent it from being concentrated in some

specific stages or personal interest area of the researchers.

O The plan to support the generation of evidence in health technology

in Korea

I. Horizon scanning of promising health technology

This provides the information to decision makers, researchers, and
stakeholder by constantly conducting the activity of horizon scanning of
promising health technology in the whole world. This has the advantage to
enhance the efficiency of using the national health care R & D resources
and expediting the introduction of promising health technology to clinical

practice. At present, NECA is the one and only domestic institute that

Vi
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performs the horizon scanning of promising health technology, where NECA
Toolkit (Horizon Scanning Service for Innovative Global Health Technology,
H-SIGHT), the Korean-type scanning tool, has been developed and is being
operated. For evidence-generation support in the health technology horizon
scanning stage, the collaboration with various institutions is inevitable. The
support system for the construction of an automatic scanning and
development system using IT technology, operation of tailored information
service for health technology in development stage, and network formation
with relevant domestic and foreign institutions, is necessary. NECA, the
institution that currently performs the scanning activity, is considered as the
most suitable institution for the operation of relevant process, and for
progress, evaluation, and expansion system of the process, we can refer to
evidence-generation in Part, ‘Horizon scanning of promising health

technology.”

II. New health technology in research stage

The new health technology in research stage cannot be introduced to
clinical practice because of the lack of evidence in its safety and
effectiveness. However, it can guarantee the medical treatment selection
right and health right of the patients by encouraging the
evidence-generation of promising health technology. NECA and Health
Insurance Review & Assessment Service support this new health technology
in research stage.

An expert pool RAM (Research Assessment Matrix), which conducts
continuous management and consulting of the health technology in a
possible research stage, is constructed and operated. The expert pool is
operated in matrix type, and it is composed of clinical experts in each
department who provide tailored service based on the characteristics of the
health technology. The national support system is also constructed for the
generation of evidence of grade II-b and grade II-a health technology. The

relevant process will be performed by a suitable institution, and the process

vii
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will be strategically carried out based on the introduction, growth, and

advancement stages of the process.

II. Clinical research for the generation of evidence

At the early stage of investigator-initiated clinical research introduction,
most of the support were focused on the promotion of research-oriented
hospitals and appointment of clinical research centers. As a part of the infra
construction project, a national project team for clinical research for the
generation of evidence was established in 2004 to support evidence-focused
clinical researches. Among a total of 108 support projects until 2014,
however, about 20% of them were concentrated in neoplasm and biased
toward the development of diagnosis and treatment methods. The overall
research supports system shall be improved because the research support
systems in various fields, except the financial support, are insufficiently
operated.

To activate the investigator-initiated clinical research, various support
systems should be constructed, focused on the part that the researchers
cannot carry out independently. In the domestic clinical research support
system, the support of the research plan and research methodology is not
sufficient enough, and there is no network for the collection of research
data. In accordance to this, the support system shall be diversified by
establishing a center to solve this obstructive factor, and the research
network shall be established. The research network should be in the form of
Distributed Research Network (DRN) to prevent the problem of data

ownership.

viii
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OJ Expectation effectiveness

The evidence-generation activities concentrated in the personal interests of
the researchers can be operated equally by constructing a domestic
evidence-generation support system based on the health technology life cycle.
For the fields in urgent need of generation of evidence on a national level,
the scientific evidence-generation activities shall be promoted through the
expansion of the support scale and support opportunity, and if necessary,
such research shall be conducted through top-down subject selection.

By systematically managing the new health technology, which is expected
to be promising in the future, on a national level, the efficiency of national
health care R & D resources can be enhanced, and the international status
of Korea in the area of health technology can be improved. By supporting
the evidence-generation activities of the health technology in the research
stage, the introduction of a promising health technology to the clinical
practice can be accelerated. The purpose of this is to merely support the
scientific generation of evidence and not for the market entry of the
promising health technology or its registration on the health insurance
benefit list. This study suggests a research plan that is necessary in
performing researches, except the research fund, research method, and the
method of research purpose database construction support. Through this,
various clinical research support systems can be prepared, escaping from the
support system focused on the budget and infra-construction at the early
stage of domestic clinical research introduction.

Through the construction of a domestic health technology evidence-generation
support system, the right to know about their health, the right to self-decision, and

the right for a safe and cost-effective treatment can be guaranteed to Koreans.

Keywords

Evidence of health technology, Evidence-generation support system,
Horizon scanning for innovative global health technology, New health

technology in research stage, Clinical research
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20139 A@AE 29 F IIENE FABRAYF 2F 9 2XE AY 7
AN BAE P CAFRAURE FYOE UEAANUAS THAUTHELL
A E, 2013 o2 A WIL7EY AY(133.29)2 B 4EA A9 4
977 e 2 4 B ¥
JzEok YPEAATAUIES B3 78 AAGS 29 2 AUsT U,

L) 328 ZHMM XY HME Control Tower 2F LM M1

FUA7 7H A=e2Y EorZ A ®HEA R&DFFVIFAALGQH £
8ol ootd A%SE 81 (needs)d T, Fsrl&E B 49 F FHE
T 59 #44 wsto] ggotr] o st FAALEH 114 FHAADE AAo

D ClgETSRGY: Bpledelsle), 2349 AERAARees), AR BAdRlE
HA0l8), HoIAY; AU
2) st &3 A% W 1T FEA: DA% RRD £ 444 FHORE R&DY HAF S 3,
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doagopl A dHPY "sol Atz 4
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Fet71e493, 2013). 1 FAAE =
THA ¥ 957&9 olgoER #F ARqT EFEATR EIAT gAY
|, A5 37t 59 EAZ oo 9t}

i BAgRHEOE QgAY ofojto] F2 AAHOEE £
9o AAY YL 5 ol 7Y 2 109 AIIE FE

A

=g Admrle e A% AUARHE oEd E + UL
K

AR W gnee dEime AT FYOR LYa Yol 4% dYe
gz7e AT Sl AFAA Fn 90w, duAE THE 47YEY @Y 7
= 944 F%stol 4HH2Y R&DZ AEe 9k

AU F2AAE 4@ FHE RAYRE0F RED HF/E S4uA BF
% PRI A A% ARY AAREAL, A4 qm.%ﬁli%ﬁﬂ«%%%
5% 492749 2= ALY H9R/eY FWHH B FF BAT Y
o BoH TAYHS AT AT 9ol BANYG. T oluF A= LFs] 9
AL mAdEEok] doft AFR A4 1¥n HFHA FYMEYAS 73
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d8E @t 23S A VIsREAAE 35, 9A7AEA AA@ASAEY Aeg A
74] 7%, @229 R&D Y, QRIEIEE 5T A D), WY 1S A3 A= A
@717 A1 43}, @71e7id S48 913 A= 714D
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1) O]=2 PCORI(Patient-Centered Outcome Research Institute)

_,d
o
—_
>,
o
Ol
ol
[o

Patient protection and affordable care®o] 2011do] £91&
2 QBAF B Al AFEA(Gstudy design) R AFHEHE AW 5& 59
oA Hdg Z=Zo] d # U FEE AFsto] YJuAH|A ATAEY YAt
< A Y. PCORIY FyPATde= A7 A 4 Ag FH9 JgAsfHAg
g o, ¥ JEY ofE F& AL FIYLE oM, ZEHLE X 4 fFE0]
7Hg ol B A ARABHE | .

PCORIE dFAFE 4 1 9 ojaAR F= —;Fxﬂ’t_xo% o
TALE At Ag9 O]—"ri A4 %E}* A&z F7kstal ok AFtH] A4
ol Yo A AFAE HHOE A Ugt. PCORIY ATA LA A= ] AT
A ¥9(Methodology), 993 &% (Committee), AT+EZH YEHI EG(Network), &
43 FiHResearch in action)o& FEHTG. AFYHS AE AFATL SAH0R
5t7] of#E BEZ AYsty] gk Aolth. HA AFHHE 1K (repor) 4 Ee A
A(standard) BHE vEstL, AFA7F JAZHE ool tfe AEE Aot T/
o 993 ERF o9 FAHA AFAY ol RIS Adsty] % ALE YHE
fds 4 nEd HAYE AA 29T YEYL: 19939 245322 PCORNet
= TFotY, AT AEFHY ofHRT dacty, A7 g wo|1A s 1t
Aeto s PCORIY A5 &A E o|sj@AATL JAEH DANAM 8T & UA=F
ot FEE A9E Al

N =
oo oxl 2L

o)

2o
N
ol
_>|i
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E 1. PCORI 993 74
LI AtaA
Yol MEEY
0l - DAY AALNAGAOIIN U

- 173 74, 0B PALNHEGAOMN Y3
i - anny uy

- BXEA M (Patient-centered outcomes research)s 8t X2 HZ

- Engagement, Dissemination, and implementation Committee

Strategy ) .
. - Research Transformation Committee
Committees ; ) )
- Science Oversight Committee
Ie= - Finance and Administration Committee
HEe Board - Governance Committee and Subcommittees
oar
. - Governance Committee
Committee

- Audit and Conflict of Interest Subcommittee
- Executive Evaluation and Compensation Subcommittee

A& Y: PCORI, www.pcori.org

Patient—-Centered Outcome Research Institute
Research in action Committee
Strategy
- Methodology - G Committee
1 | Board
| Methodology | | Committee
' report 1
' 1 Methodology
= o (R
. standard !
: Article of 1 Committee
. interest ! Special
e @ Committee
---------- Network(PCORNet) - - - - - - - - -,

I

I CDRNs PPRNs A coordinating || Management :

: (11) (18) center office |
1

J% 1. PCORI ALK &AM A
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7t) M

Patient Protection and Affordable Care Act(2010)°] <3} F+AEHA7] o
Patient-Centered Outcomes Research Trust Fund (PCORTF)OA AYES FH
1 glen, "= AREE 5 AR HoA-UHrEY T & &
T ARE FHHoE A=t @4 20199 9¥ 30€7HA PCOR Algdgo

FE % 359 2YE AEEE Al

2o
3

=

=

E 2. PCORI 98 X[&+E

s NGl
20104 1M 2
20114 B5HI 2
20124 159 o3

20134 o 3.2
20143 ~ 20194 o 6.5

A= PCORI, www.pcori.org

Lh) AEH 44

AFAFE HZ(Investigator-initiated approach)Z &2+ @ 1 9] o|gj#A A S
T H(Patient/Other stakeholder-initiated approach)2@ ATLFAE AATtt.
ATLAFE A2 201280 =9 AAWA o= PCORI Funding Announcement
(PFAs)7t Ho]A]o] FAEHAS w AA A4S FPot= AFZol A AFA
tME AlEote Aolth PFAY 9] FAIEE= AFHFEL National Priorities a
nd Research AgendaZ AAH 7oz A 13 o4 F7|Foz AAHYG. AFLHF
v A9 JRHAAAAEC] JAHoRr AT AU T & QUEE T2 7}
A

§ A A

4% 448 A7FAL PCORNIA A3 23S #ozH okt d794% 7
A% & UES At 8454 4TS PRAO] o) 4AE AT ohiz @)
Al 49% 9% WA tsHel Uk ATFAS mgS, 34 @ 9=
BARERRE A4 A7 FR2AE B FAS £WAE PAE 9o 4%
A % 1,000 o4 FAF SUHAL, of WES B4 U JzAHA ZHoA
YAAoR HAHTA e GHAA BASS WP 4 ke o] Ut



oRII5Y AU 7YY XANAY 7E Yot @7

i}

B 3. PCORI =R MEA

ARAFEE MU A3 9 O[SHAARSE MUY
(Investigator-initiated approach) (Patient/other stakeholder-initiated approach)

A 3 Oz HAXNSZRE HAIE

ION
EXZT AA =
EXBT A A0 Cfet A& 47

HTAS0| HEEH 2

_|||ﬂ

g Z0r0f et FXSL HA

ATAS0l A% MY A &% Hop| @7

X HEN X[ PRS0 APALANM X
Bl = =

APAEN HE AFAEN HE

B S AR HAXNSERE RMAE FHSH Oet US
31RO} B =2 o5t 7t Hop GREH MA
SRR SAAANSS PS4 20rE ARH MY HAxR M

A& Y: PCORI, www.pcori.org

2) 92 NIHR(National Institute for Health Research)

The Health and Social Care Act 2012 93} 20061 4¥€o] HH=loH d=
NHS(National Health Services)?} ##HE AFE AAHOE AAst= FAlo thFet
71T FHBAE FAT. gxet SR9 870 xS HE AHALE &
FPota, AAZRL 29 AF7|H 9 AFAY AF FFs AL AYALE

NIHRZ 47H4 FWoz FE3te AAZLoz A4S Addth ofHe Iyt
Zo] AFY FEZ(Faculty)E ol FHolste A& YUY FHOE IHAAL
A= Aoltt. A+ FE(Research)& NIHROJA A=

T Z9E NIHRAAN &%sts 971 A+ 9 3
stoh, 9mEt EE(Infrastructure) ATAIA @ Qg9 A
< A3y 42 AF9 ZHE T 5+ e
] :rlé% Adste Aolth, thiH AXAEE s A4y HE/|FLE AX
15 el 9= W dieH(universities), 22k A=E7]F(NHS trusts), T4
o (pat1ents & public)#9] et gL gt

L=
o

et

Al

oN ¥ > 2
IS
(@]
HE
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The National Institute for Health Research

Faculty

Investigators &
Senior Investigators

Associates ]

Infrastructure Research

#
Clinical Research
Networks

K —)

Research Projects &
Programmes

.

’
Clinical Research
Facilities, Centres & “
Units

” Research Schools ]

\.

Research Management Research Information
Systems Systems

Systems

A7 Y NIHR, www.nihr.ac.uk

J3 2. NIHR AKX A A

7t) WY X

NIHRY AFA44 Ade & oMY A+ 4 B7F Z2I3e &9 ofFofxit. 8719
A7z = I (Research program) 1709 H7tZZ I (Review program)oZ T4
ol A, IMEA 2 ASHES 53 FYHe Aw2 3 +Jstr ot A+
b Fe A3 AgAtLE FEot] A 2 ~ 33 $RFAE AASHL, B7IZEIHC
Systematic review(SR)& @ 13] HAIE Yo s8] A%t S5 WEo] 7tesitt 74
Z2IHY A4 NG 2 AdEHols Zol7h glow, NIHRAA £J5t= ZE1
@ 5 EME Z2713 HS&DR T3, HTA T213 PHR T2, SR T2
9 &9 % B= NETSCCOA HFATHNHS, 2009: NHS, 2010).

1



9271E8d = ZAYY NEAAY 15 Lot 37

B4 97 U -yt D273 HZF PFA E

o273 g EME HS&DR? HTA i4i  PGfAR PDG® PHR" RfPB SR
oy ATAFEAT 38 3] 38 28] 23] 23] 33 3 13"
i
T oz 33| 33| 33| 23 HPee aHYeS 33 oS aHYeS
A AstZo  HElS AElS AEIS MBS MBS £100k MRS £350k  £400k
o
_94
N X7zt HEele Matele mMBtele 3Wolst MBS 181 AEelS  3W0ls  3W0lst

D) A7t 35 WE 7 3

2) 20099 ATAY ZEIH F HAYSAPMH|IAATFHSRY AuAAE 9@ RHMHDO)] AU =
=29

3) PDG(Programme Development Grant}:= PGfARAT-2] AFAAF

A=Y NHS(2012)

T+o2]#(Research program)

TEEA L QY E ArlA FAS fst] HAR, ASEASL #HH AFE A
Aoz ZYstrt. NIHR Evaluation, Trials and Studies(NETS) Z2I1HE 9|77
%4 7HHealth Technology Assessment), HAJHEAHA HAF(Health Service
Research), ¥5EAY7 HA-+(Public Health Research), E&4 % HAUZ H7}
(Efficacy and Mechanism Evaluation), A8|A& A5 2 ZZ(Service Delivery &
Organization)2 & FAst] 20114 12€7kA oF 2,3229 Y(£129mil)S A HgtH Hf
Stk oAtdol qRES Jmr|ey/tATe AHEEQH. NIHROAN &¥ste Z&1
% EME Z271% HS&DR Tz, HTA T2, PHREZZIHO 29 9 #g
NETSCCOlA w3t Ut

1 o= NHSOA SAAcg MAF e AASE tiite A+ (Programme Grants
for Applied Research, PGfAR), NHSo|A EAYRE AMH|A9 a3} A} I FajH
g & 5402 o= A+ (Research for Patient Benefit, RfPB), 8414 og7|& 9
og7]7] NEAFE AYst= A+F(Invention for Innovation, i4i), NHS AFHZF
ZHEA] de FAMY a2 9 uE, 84, 7IBgF didt MEE A AT
207 ol AF(Public Health Research, PHR) Z21#& o] A¥g &S & 9
tt. £9], Invention for Innovation(i4i)= AFAA 9 NHS 371, digtro 354
T AgA o] 7hsst

S
re

fr ol

12
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B 5. 20114 NETS ¢t Z203 Of4tHy

Zz08 9 Gl o
9|27|&£H7t (Health Technology Assessment, HTA) OF W1,5684% (£88mil)
BHZAHA H(Health Service Research, HSR) oF 90  (£5mil)
2287198 H(Public Health Research, PHR) oF w1809 (£10mil)
884 U HHYUE Z7} (Efficacy and Mechanism Evaluation, EME) oF #2702 (£16mil)
MH|AKZ 2 ZX|(Health Delivery & Organisation, HDO) OF #1981 (£11mil)

Ak2: NHS(2009)

@ Yrtz2]#(Review program)

20719 ZAd H7AIEol S¥ste HA9E FAW IF #H AAF
(Systematic review)dTE A ¥dch I YojA AAF EBEFnFY 2y
A, A& 995= UK Cochrane Centre and Cochrane Review Groups7} A ¥di
Holt}, o] 18 mAYZEolld ATATG BAY Y 2 102 HAYR
A 9 Qg Aol & IFYS 7ML 7] "ol JRAE 2 AEF
A4, dAEe 98] AEol dE EEHIL Qv =9 EAdR@d A
94 #H AFE AYstal NICES A™AAAE dAlste] AloF 9 9g7]7], A
95y, FAY, AR Py % =R A%E S MEL 7ed
g B7Happraisa)E sk, BAFL FHZARA dr7le $8oF 2
g st A -BAH ZA ATS EZO=Z k= Horizon Scanning Centres

231 9tk

)

al

o

=
fo wy

i
s

r_‘

13



0 &3 UHIN € BT
JneoeIgIuMmm YHIN BE{y

IO S>0!\I95 SHN 10 SI9pIAoid
| pue|bu3l sHN

O  ++:0*15N 8345135 LAIEoH Suiopeoy

ssuspIAg SHN
| @2Ua||29X3 2D g YIeaH 104 INISU| [EUOHEN

u_.—m-....-w.:.—n!uun— hﬂ.— .n.-.nn—.w_.—m . uteyn fddng sHN
SYYL ‘auelyio) ‘Uoleu]ass|( B SMalAsy 10} anual)
a1eT) pue yYyoleasay

yjeay panddy u diysiapea] 10} suoneloqe|jod

ABojoiqosoiy ¥ uononnsuooay jedbing 10) snuay
juawssassy ABojouyosa | ypesy
youreasay Maalja( pue sadimas yljeay
youeasay paijddy 1oy spjueig swwesboiyg
youeassy yljesH 2liqnd
Jysuagiuaned 10} Yoieasay
s|ooyag Yyoueasay
anues Buluuess uozuoy

yoleasay yljeaH 10}
aymsu| |leuonenN

sannelado-on

“aied “juswiess) ‘sisouboud asuapiag susoubeig
‘sisoubeip ‘uonoalap ‘uonuasaid saanelado-0)

- fianep aieD YlEAY pUE YlEaY JO ABojouyss | siesyijeay
- abuel [jny syl 1oy - se2n2eid pue sadelay) sanuag) yaieasay
&l ‘sauinpadoid ‘saifojouysaloig “sjexbojoig jeuonejsuel ] fajes juaned
Sl ‘sjeapnalewneyd - suonuaMaul Sa[IDE] Yoieasay |jediul)
0 Jo abues ny ay1 s1anoa Aemyled sy senuan sudIpayy 193ue) [ElusWSdxT
___Mﬁ SHuUM yaieasay uonodaoid Yijeay
om0 SHUp] Yyoueasay |esipawoig
AM_ s8IUa7) YIIeasay |edipawoig
mﬁ UCHEBACUU| 10} UCHUSAU] [I2unon
. uonenjea] wsiueyaay pue Aaeosiyg yaiessay
0 : 1e2Ipaly
=0 Buipung Aemuied wuswdojanrag
_.ﬂ yoleasay diseg
o g, NOISNddId < NOILLJOGV < NOLLYNIVA3 < NOLLN3ANI -
o Aemuyied uoneaouu] ayl ul yoaieasal ¥HIN JO 2|0l [efju2d ayl
~
]

9|

14



Obh
i

Lt) NETSCC(National Evaluation Trials and Studies Coordinating Center)

2o HAYmEor ATAEA FALE EFHOoZ 20084  University of
Southampton®] HHES2H NIHRS AGAAE T e 7|Holth. 19934 Y=
71€%7HHealth Technology Assessment)?} =% ©]% London School of
Hygiene and Tropical Medicine® SDO(Service Delivery and Organisation)® &
A NETSCCE 7HHEEAG. AE(Commissioned Workstream) ¥ A+4 F&
(Research-led Workstream) W29 A+ FJstu}, 9 ALE JAEHAS] HE
84 ) NHSY 3 sto] A7 AP, 3 jF&op A7t o) Axdn
€ AEdks 3 AXY. A7 F= G4 A FA O di d-4EE Y
AAsto] g AFHAT AR S AA HE APEHY, AFA= 494 4 9 g
34, H& ol web 7HAof w=t grbEd

NETSCColA AgutE & Qe d7Hs s Jd53A ac ¥ ad, HE, 7|8 9%
of %3t 71€%¥7HTechnology Evaluation), SARMHI Ar|AAFAY] 2% 9 A&
FAAA 98 ATRE Eol:= HAAHIA 9 ZZ(Health Services & Organization)d
T+, =9 A%E AAct EAdr EBEE €017 A% 35E A+ (Public Health)
7} Qlth, NIHRS @+Z23% % EME Z273, HS&DR Z2I3, HTA T2,
PHREZIY, HrnzJxl 5 SREZIHY] &4 9 HYE g3,
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3) F NHMRC(National Health and Medical Research Council)

NHMRC(National Health and Medical Research Council)¥ Commonwealth
Minister for Health® Alst7]#o 2 1936W FHzx AYEth @A 1992¢o] AARH
National Health and Medical Research Actol 2JAste] F=HI 9lom, 200640l
T 9% ‘Health and Ageing portfolio’®] 95 =8 7|#O2A dg AFE +Pst1L
Atk 20004 £AAW olFof= HA FTUE HYs= CEO(Chief Executive
Office), NHMRC3] %2 €3], 1 9 FHE= FAHH Ut

339 ARAF|HeEA FF L NRIY AREHE FERAANT He F
39959 4 P4, A vE F 2 AT I3YRY 45 ¥H, 2F Y
g A7 9 339Ys A4 ¥4, dEsY 24 Y AFE 34 A4A4T 3

£ WE7 8 939 $UF wo Agd =AH Jrdv|HeE HFE 4 9
TSAE dFA, A E, 3%, WYE DRI #YA, A9 9=
A 7 o AE 23
NIHRY AFALA A= AFHAY oo & % w& FZ(Training and
Education), AEAF(Consultation), 7HZ&5(Reporting), EEEF(Portal)e] 3l
AT d Al Zash AdY AHIAE S7F AYoA AlEsty, YEYZ 3 X
= TESto] T A AE ARV 4E9eteE Ao HIuREE AHd
& (standard items) @ AFFH HA(process)E F71HL2 jHoty, A7
39g AAlste] =7t YFATFY FFH $EFLZ oA ote Aot F HAR

Y

E HA9=Re I AE Health portfolios &d td7tey A
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National Health and Medical Research Council

Training and Education

1
: Develop Learning Support 1
I Modules Network(ACTA) :

e e e e e e e e e e e e = =
Consultation - Reporting - -
Research .
Revision of

Review

Safety reporting
, monitoring

1 I
1 I
. 1
Governance : the list of |
Revised list 1 | Standard items | |
of clinical trial <:> <:> 1 I
1 I
Human 1 Regular I
Research 1 coordination | |
1 meetings :
Ethical I |
1
1 I
1 |
I
Portal ! |
I

Update of
the progress

1
e o e e e e e e = =
: Clinical trials National !
i Website Interactive :
1 (ANZCTR) portal |

13 4. NHMRC 7K A

2]

7h) MY X

Health Portfolio(2014)E &3] AZFAHo _
A9 33YR T oI 2ok figt A5 A, dAAFHEN= Bl
xZostal glon, A4 201597H4 Ago] $HEHo e AHolt dF AdH|et
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AR 20124 F R&D £& #FHRE F 15% 9,0049°02, o] 5 BAF R&D &
e AA R&DY OF 7.3%<Q1 9 1.1xoH, A&Hog Fr7t SE 1 9t ol& |
= 23%('12), =+ 17.6%(11), Q& 12.5%('11), EU 18.6%('12)o] w5t FAF=7}
LS ol 4 9t B BA|RoE BABAE BAE R&D FAFEE AA
R&DY o 2.5%% B FEAo] g g 2 v|Fo|tH=E et &419 3], 2013).

BEAEARE S AAGAEY, SHUAE, 292 AAFLEo R&D 4t djEE
S EASI, FE A% 9 Z7]4E Bopo] B EXE 3y QTHEAEAR
2014). o] 3q 71#AA= =7 R&DAEE AFAQA A4 2 Iy Hddedd
Aduet 75, AFIA HHA Dol E-&3hrt.

B 8. HYE B2 DIIALAY EXHE(08E ~ '124)

=ORE

FE 20084 2009@ 20108 20114 20124 HTIEIIR(%)

BTEO0F R&D OfAH" 17257 20,112 23252 25808 27,509 9.8
Azsn o 24? 9912 10835 11574 13,139 13,335 6.1
CREECVE 5,648 8333 10,047 10710 11,043 14.4
EREE 2,265 2,773 3,085 3,370 3,970 11.9
olztY 21617 27009 35876 49499 51,079 18.8
ohst® 21333 25995 29,645 32262 35,004 10.4

DUERTATIEE )AAARIERE ) |eREEFE HRAE S)ATTIFA(NY, T471Y, WA
719) 71&ERE 0ATSTIFA2/3WA, 434, dst) VeERE
Az 2711 AHEARANTIS, www.ntis.go.kr A5 A4
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2.1, 29| £8

1) O/ AHRQ(Agency for Healthcare Research and Quality)

AHRQ+ 20094 A¥H vl= 37|1HFH(American Recovery and Reinvestment Act
of 2009)9] 93 HAH=E 2, Healthcare Horizon Scanning System©lA A& ALt
of AR R7|&o] st HALES $3otal Ut E3 EHC(Effective Health Care)
ZEIHE B APEHe SAFH ALALE B9 O 2 JEE AlSEE HHoE ot
ol UFE Zl(needs)E N2 4 e A=E Jm71&E, 71€ FA(intervention)?] M=

AR RS AEAHCR HYHEo| 93 §£H ZEAAS AHot FEohe A
" A7 94, BAQmAIAE, 3At A7FATKhealth outcome), H|-E9
7P 2 %2 WASA ] gt ARAR] £ LS guisple dvh 1 olx P
FHHQl FMEHHorizon scanning tool)E 7HEsh] 9ot 7|12 BHAAY 14849
7 2RSS B S gk .

1o r{o
=
=)
S
H
tlo ek
2,

o
et}

(@Eq ¥ vy #d 49, o,
Al
=

o wgdof 2 ADHDS AH%,

Tk, 7152 ol, HIV/AIDSE EZIT ZEAS, vt 234 ALY 23EF, 24
S ESoE Al A /HAS, FEEE)S AH5HAL, Horizon ScanningT® 147 $A4&
oFE, =

A9 oA Rt g Wl didt #84 2AEs2 Ja7le 4 g
7171, A, A&, A, Bd%g ALAAZA bl EEHo= A,

g M (Horizon Scanning) B A+ oju] AR EH 9 g7|&o tist A&29 HYUEHHYI
gt Ao® 27 370dnet Aol Eth(AIAY 5, 2013). @A ZU¥H F =7
< QHCIE 4%, o] HHlE o|F Az F7HE 9m7|&, HF AHCIEAA A<
&7l H W& EIRI

=

A
=
)
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2) 9= NHSC(National Horizon Scanning Centre)

d= EBEARY AL Io|AS](Department of Health's Research and
Development Directorate)?t?] A %FS &of AFAEE W 7|Ho2 1998H H
Jadistne] dg=ol o g=9 ANEFTIR7|EH M (Horizon Scanning)E s
g BAE7|&E dS&cty FAE 245k AL Yulstd, NIHR (National
Institute for Health Research)® AFZZ 13 % dpifolct, YAMA -H|LH ZHo|A

nae] §FE 1E 7tedol v dR7led AN HE 2 #40 BT Ao
E odHe AQYRTIEEY FAY 9FEe Brlcty $AeHE A4 A+
Te Iu BAFet AHEAPAENA AAH R AFeet

7h) ¥R

HAE, dm7led, A+ 89 39 ﬂﬂi TAE0 AMNEREdnrlsTA
A4S NICESH NIHRS] 221 $%/HHTY) 1208 9 g Azzzaad A28
(9:9= National Screening Committee, National Commissioning Group). ¥=

dolE $¥ 9 AAA BAsERe YEYAS Foel B4 ¥ 2YYEY G o
& 438 AFAAS FHHI 9k

B0 FEEIA, QFHIA, 7% TWFHIA 59 FHE dAEZ
3}1 L= NHSCY 7]&89HE A (technology briefing):= Euroscand 7]& T

glojAo] gAste] #HH =7|HE] AT & Y=F Utk HIAY fRELS
IAEY FIE do| YuIEo] o] & £ YEE FAHACE Yato]Eo] A4
Stil, AEREYRTIEEA AFE f8 Ul RV, A%, RV 1R
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FYolA AMEREYETle BAEES ot Sl 7|2 dHEAYEATHol
n=3 I st dFet FYst ~5d oyl =l 7hsAol 2 9
FF 4 9gr7)7], JuIe0g Add T A¥Rd 9 ggad 55 1Hoted $Ae
A5 At AdsdMe A f8ow7le 9MEFE EuroScan Toolkit H
AHRQ Horizon Scanning ProtocolE AH&ot=t] StEARAFHNNE =T &
A=l NECA Toolkit(Horizon Scanning Service for Innovative Globa
Technology, H-SIGHT)Z 7idstaitt. o] =35 AREste] AME f39a7|&

AHAY AFLE 36t dF 71E oY $Aed 29E durle &

-“i:"# 4 ARt A o A FFELZ S5, oo A Wée oIt
A AEE dA HL & UA=E HIA, 7AgH, BxAr 59 FAo= it

E3 20139 10¥ EuroScan? 7Hi5Qg wob Yoz TEstil o oA
XAkt AFE BuroScan Hlo|E H] V\Oﬂ s '5}04 AAAR a5 Atsta Qi
A= THAR olFoldth 194 A¥(ldentification)> FUe HEE
Hote ZoE AdH f99mrled do] EHAHGZE AS 294 o
(Filtration)= A Yste] A4 7|20 s AHAGEHA FAH AA).
(Assessment)IME HE AAHH W92 7|&S fAoz AAH I
HIAE 23ttt BuAE 5t BH(Dissemination)S &l JAZAHR
AR A AF=H, ol FHAst] A&HQ HYEHIY S oheHA ZYUHT
2y FAEATE AYPE = 3SEAREH 6dAY BEE HH2 H-SIGHT dHolgHo]
Ao AZAHTEA LR

=

I
D
S
=
=

6) GBS AHHoZ WPNF 24, 34 WALl Y Ao oF 59 o) EUrksHel Ak oRES 9o
CEMPR DJ Pl el A& 2 AR oF 1 ~ 59 ol EUsksAel 2 3, JEslee Aok
B2 ShE B A0 BH TAYY WAl Yk Jmslee oy
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Determine time horizon Determine type of health technology

1 Identification
[ proactive / reactive ]

\ 4

Have information
of sufficient quality?

N v Y

]

E . Peerreview -------------- Meet the criteria B?

N h b 4

i
i

1

' L I_I_I

! A ment oo rmmn s

; | chiving [ IEICTTTTN R -,
1

!

i
L}
'
L}
1
'
'
1
1
1
'
'
1
1
1
'
'
reported | :
" [ ex. safety, effectiveness and etc. ] :
|

1
1
'
1
1
'
'
]
1
L}
'
1
L}
1
i
1
1

1 | Peerreview |------------c---oooo ‘ 5 Dissemination '- = e S 1;‘-

v

Monitoring : E
(periodically) I |

1

:

1 — 1
H v

1

‘ m N Have information Yo
: updated?

1
1

A& NECA H-SIGHT. www.neca.re.kr/hsight

a8 10. NECA Toolkit %7 SEE
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il 2015 2016 2017 2018 2019
Nyull 833 735 735 735 735
17| 567 665 665 665 665
A 1,400 1,400 1,400 1,400 1,400
@ HHoE RADS AIZTYL Ha|X| AH(SHZH 400 2H)
B 16. 27192 R&AD & MY H2X| AFY o4t
oo : ot
il 2015 2016 2017 2018 2019
ArEiH] 238 210 210 210 210
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L) A ot
® E97H|
B 17 WHERYART|IsEM 2AYY AE Z Aoy
9| ot
ks 2015 2016 2017 2018 2019
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@ AUAH|
E 18 WHERYART|IsEM 2AYY AE Ay oy
©Ol MoK, 3
ks 2015 2016 2017 2018 2019
T 70*8=560 70*10=700 70*10=700  70*10=700 70*10=700
FLtH 65*2=130 65*2=130 65*2=130 65*2=130 65*2=130
AYH 60*2=120 60*2=120 60*2=120 60*2=120 60*2=120
A 810 950 950 950 950
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et BalSHA| B, dals) 7oA, $ho|st, K|}, 7has, ofst

TR BHE WEZL MY HE, AR HE]
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of Hasttt. B dFEHE EHE 7|E YRAL W FHHolL =g aUs
2ol 2astn(3tiy, 2009).

1.3. 2AYY SEXd J YHARHA 15

w9 d¥ a5 w0l FAAY JrHHdS £o YA ArY 344 2HE
A TAZAHYT(evidence-based medicine) A|A wio] FQsict. opA T
2 5% AT A YA AFNA 3] AFAR] LATE ]5'0“;}
At 2AE A9 e 8 A8 ool g1, dF A% AREL T
A FAA wtolojA(bias)7t WAIECl Atk It FAC wWE JFATFEHLt
AR (evidence synthesize)E B EE AAA(Sim et al, 2001), AAHL <
FAFA ol Easit,

AEE A AAA 2] o A2 A dF AAREH A9 A A
AAZE Basth it 2 P42 AY oo MEAFAEC] AF+E HA
& 5 e BARS 7Iedor At AFEA GAATLAY/ZREE AHR),
AFFPLA(FP N ZUHIF/EolHT /ALY AL/ FTE 1s) Fo=
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1.4, 2A=PH INHYY

HAARAA Y -HPA HetHol AAHor £Pd YHAFE 2A= A
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FUAT 2 FIE AT A7) Age v, Fdd 29 2 dAdT ERE
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1) O|= PCORNet(The National Patient-Centered Clinical Research Network)

=7F YEYPIE  PCORINA #IFst=  HlmaIA+(Comparative  Clinical
Effectiveness Research, CER)E o] &F 19 ©39 AFEAZE Agd 7|Holt}, &
A9 SRS, JrAHA ASAES 8 FE7F FAT A AW 9, %
@, A5E A% A9S 7] ofHth. wEhA JAEA A¥S HHCE H]i’.iﬂ‘ﬂ—?
F& 5] PCORIE Ad ¥ EAah Iy 2744 QoA vl LaHAT
otil, AgA 0w YPst7os B Agto] Slof, ¥ A&AQ HuaY AT F3
ot =7} Y EYA PCORNets +%5t%t
PCORNetZ ¥ T Y=7|HAA “AA AlZHReal-time)o] AZH o0& AR
FHst %%3}04 é;uﬂ £ AT AESH GAA A9 AYETE Yt
o] 29308, JAT AA ulste IAARE £A
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7t) 4
#e]AlE (Coordinating Center):= PCORISH &2 #AQI 7|&}
3 AHAESS HEORE HUERAT $FZ Adedth FE71H 9

- Harvard Pilgrim Health Care Institute

o

PARARA 54
2 ofefet 2.

oo

- Duke Clinical Research Institute

- Academy Health

- Brookings Institution

- Center for Medical Technology Policy

- Center for Democracy & Technology

- Group Health Research Institute

- Johns Hopkins Berman Institute on Bioethics

- America’s Health Insurance Plans
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E717F ot AE7F A (Special Expert Group)<
5o ddt AEEZ AFoty AA s 4TS ok BH ol BARNTL A& 7 A

% 4
o EAS Aus 2Avel, BATA A7 47, RARAT 4 AAAT HEA
g2 7450 Utk

e

L}) HEY3

AARLHAEHE  JAARATYEYI(Clinical Data Research Networks,
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PPRN) 18712 A= St YFARITHERI= SR AFEHE= A
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TASK FORCES

COORDINATING CENTER

11 CLINICAL DATA
RESEARCH NETWORKS

18 PATIENT-POWERED

PCORnet Executive Committee RESEARCH NETWORKS

A& Y: PCORI, www.pcori.org

J2 18. PCORNet 74
2) 0|2 9%ZotM=Z Mini-sentinel

FDAY Sentinel Initiatived] #AtE dloJgHo]A L2 7|9te] 554 FEHAIZ
ZHAEE A3t Ao|tH(Cook et al, 2012; Carnahan et al, 2012). 2008 Food
and Drug Administration Amendment Act(FDAAA)°| 98] A= o] AT F
AE A&SHA  wofsta, olF #Hrke] 98 o HIEe Aksta ok
Sentinel System® WA, FDAJA IFote= JRAEY FAFEYEY, A&HHY
AANAA 55 HH0 = i
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4. =4 YYAUT ZHYYE NE

7 +4

B AE(Coordinating Center)= 4 AT (Principal Investigator), 718943
(Planning Board), +%¥AH(Operations Center)s ZEF3S ZZojt}, 7|ZL3=
FDAY HER, 7+ FF7|%9] EHEZ} 42 qEE 4™ Mini-sentinel® 2%
B oAEA Zo] d3e 7At. LAMHE 2719 AHE AEsEey T &

9 A€ (Management Operations Center)= FHFEF 4L ZZAE 292U, AAA
g Y, 93 2 2F44, JA YF, Mini-sentinel oA J=E= 943 A
2 AlE|(Scientific Operations Center)x= Aa4d I 9l

4 5= u%‘m}‘:} Bl

ot #e, ZEAE A PHE, ZREEF, HolH #H 9% 5F HEoty Ut
Project Workgroups—: FDAS 874 93t Z2AE A& 52 FYst7|9s +4
H zZZolt,

Principal
Investigator
Planning Operations
Board Center
Safety Science Project Operations £ lManagement Scientific
Committee Committes Privacy Panel Operations Center Operations Center

Data Core Methods Core Protocol Care ‘

A=Y Mini-Sentinel, www.mini-sentinel.org

J2 19. Mini-sentinel Zt2|ME 7A
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Lh) HEY3

B A7 EAR, AR, TASEAR 5 2770 718y dE€F ARE 94
ot= Sentinel initiativeE FEeth THAEHSA 973 Ao fig JREFI
A2 S, AR YRR AIAHY {AFE Sentinel initiativeolA EA47hsE
A ARSI Aol M5 8% Ao Stoto] RESH EMIZIRG 7 7|H
HEdt, ARE B4otl Qe 74 7|HoM BAS A3E HYMEHAA H¥otn
1 Ag AFe 20129 129 71E02 19 3AT 9 o4 FA ARHolHE
ERotn glom, 4H9 § oo YUTA HEOL 309 A oY AYH ARE
EMROIA S35t #" HRE Hesta Qlot

[©)

OrE S0l
HEM Al &2 Sol At = A Data Partners
E- Hy =|
| P . s o|Z2ElglAl
Coordinatin o
g Center 2+ SHH
o 0 ..
£AE ey=4
© 212z uem Jhs =4 % 2 A~
EA 2D AY Yego o weas
2 "=

Aad: "7, °ol5F, WEF2012) AAE-

J2 20. Mini-sentinel S8 ZA I}H

8) FDAOIN SHHELNSS Z2MIElZ XIS 2771 712e| XigE Glshe J22 e
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3) Y2 MIHARI project

AE PMDA(Pharmaceuticals and Medical Devices Agency)?9 2a ZF7]AE
(2009 ~ 2013¥)o2 &S Bt 4 ¥ w9 Mg £42 918 20099F
E] MIHARI project(Medical information for Risk Assessment Initiative project)
b AL, o oz MIHARIGED)E 48, 17, 5Y€s 52 o)
o]-r,]- 7«{7\]-453',_7]%_% E3) x].g_g /\é]o}oi 40}:11 o};q/ﬂ ul HxL_EL o Hk]o]—_']'l_ o]
g 59 oJorEei4S 294 she ZAECY MIHARI projects A7AE9}
ARATIIZS F2, ATAE § AAOTISE THT ATHIE AL, AHE A
B ¥ 9T 5 9U4 4uA4S 2doz g

qE72% A4uY IFARE YES VA ARE AN HE 348

w

H 3
At Eg, Al 37td ofEe] iy HE A4 Holguols 15 5
guolewo] Aot XA, e FARA AH, Sted
AFARE o83 HAAE #PT # 9led, 20149 o]F HF(Claim DB)AE,
DPC DB, 9&7|% DB, A%F A 2%2A DB7/HA HAE &dT 4ol

212 PMDA
MIHARI Project?] 18
B PMDA
Claim DB =l A
7’ . h 5 ot 7|
AX X () i @Q/ B4 Wt
p - :
‘ — i
=4
‘ o ‘ i ~DRC
\ 1 (inpatient) DB MHLW
iRl [ weamzn | i
14 DB ofel #H = 144, = A oLM A =X
Ey e ‘ Al EM o & 2By =3
— o|z 7|Z DB
*« ADR 1
s oporR Y s !
- Event Dates serhel dpats i Medical
\ \ vy i ojorZ Huk Zaf Institutions o A5
Z=A} DB “H e e
E :L\
Linn

A2 Y: http://www.pmda.go.ip/english/service/mihari project.html #<1-&

J2 21. MIHARI project X3z}

0?.‘_

9) L& YJoRE T MR A FT AFA FE FATL Qo) HEE XoE dE FHLTA
(Ministry of Health, Labour and Welfare)9] AF}7]=

89



Yz7|g9 =W 2AYY XNHAAY 75 got o7

4) 0= OMOP Experiment(Observational Medical Outcomes Partnership)

gFst £49 #E AR (Observational data) &%°] ZAst] A4A E FDA,

9 3970 HEYZF g%t ZEAEo|t, WIAYH S B9 JUFE dHAY AFE

A2 E F55tH NIH(National Institute of Health)9 A Y& Tro} AJZEQ]r,

Yol BAtEo] Sl AEE EEISHL, 550l AAZI o }Zh_i': EQH%%

5 g =9t OMOPEZAEE

g g7t 8 4 UAEE S Ao FHolt
(o]

&
o Lok

<
=

19 ofm A4
:?—“_4
4
jinal
< !

= x|
Hu
10
i)
]ﬂ
_}L
olr
ox
]o
t:x}r

A7lop gol ®EI}, dudE Holg #HEIE st 4T AU ©H
golgHo|AS  FAsE= AR AA(Entity), SA(Attribute), A
(Relation), Aax® 4 AgFo] Zt= A% Ao #HI e FHIU dHolg
Hola H7HE 9%t AZEQOIE Jfdsty, HolgHolA Y 4" Are A
HobtHo] et gFsHA et Eg EdIRE 53 ABZhealth
outcome) A¥ 7o|EQ EAE AFotH, OMOPAA BAtd ZE ARE I
oto] &84E =AHHEA, 2012).

Source 1 Source 2 Source 3

n
%@maﬁon to OMOP common data model
v

—
OMOP
Analysis
results

Analysis
method

Z=2: Xiaochun Li(2010)
% 22, OMOP ZIliaty
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dAdE S 1] ATHIEHGAE)S Adst UrA] Bdo] AaFAEYCR
%0354912111 ATFAHLY A7 gl AT AAYS A q), %
A(2013~20164), 8AEA(2017~20199), Z=AFDA(2020~2022)Z o]FojAH,
0719 HEe AT dI0oR HAstATt.

2) ATUYANFUYZE (T STHY LML)

) 4y3IA 2 =X
IAFTIE A 4GS A 94 AGAGAFAE S 20049] AFHLOH, B
A=A AR ALHOE 2007480) TAARABAYT] AP etk 42D 9y
2k omar 752 99 AGQPATAY 44 9 AY, AL A P, W% 7HH*
B9 A7R g FHE 4%e 293t gAue 2
$A9 Huze UG FA02 Bk A4 D A, AE Ud 5 A2 ua} 3
(?:]l

AAEME EAG 9 HES ZQst /|HrE A Ysts 9
R 20149 F7HABAIRARIGONA AEHA P A= YA AAGETE
2 A=

AZAAEA e P00l gAY ARAE  AQYZAAAEE
Adsta dast 7E Adste qge I dAAEERY ARAEYG A GAGA

€ AAstel § 59zt 247 100919 oW, 40914 oWz A dgtnt. A7
BAdeRE AxAE 4, AGAZGAAANE 1577F A= A,

10) ATEARY: Aeristaye, AALEY Aobie AeAdmEel Auga ¥l ue 2We,
Aslolng, TjolEY, WY
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2) ZTUHA

7t) UHAR HEATAAH TR
NSt ot AT UEYIALHLE B9 5 /T Ee SAIFI
AT AdR' or dHARE St ASER, @AY AYEIE AT
FAAT= 03‘_} P 9 43 52 ZAd JAAT EAE
AR T HE otb9l DRN(Distributed Research Network)E
A4 ElolE 9 ;ﬂﬁ@.cﬂ 2% glo] EAHmEIH AAITT ot #
NADE FRAA AGsts A2" AL FRE Tt
=01, ®olg AgAResearcher)?t AEA(Query)s Aot FYEE
(portal)d]l A& Sth(Holmes et al, 2014; Brown, 2012). SYEEJA&E= E1]0]E1
AR A& ARAE Ygote] HES 7HE 4 e HelHE 7ML
SAH(Participating  sites)o Al gttt ©loje 4R X}L
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Participating Sites
Research question

Clinical Site
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