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Comparative Effectiveness Research(CER) was proposed in the United
States as part of the healthcare reform with the specific objective of
providing physicians and patients with adequate information to select the
optimal treatment for the needs and preference of an individual patient.
Although CER does not represent a research area with a new concept, its
necessity and importance are newly emerging in terms of policy and in the
United States, construction of data sources is being highlighted as the first
step to activate this research area. In Korea also, the importance of CER is
being stressed with a similar purpose; however, Korean data sources has
not been appropriately identified yet. Therefore, the objective of this study is
to propose how to utilize data sources based on the review of Korean
clinical data. For this, we reviewed CER conducted locally and investigated
clinical data sources that can be used in CER.

First, to examine the status of CER among locally conducted studies, we
searched for ‘Clinical trial’, ‘Observational study’, ‘Systematic review’, and
‘Economic evaluation’ as main methodologies of CER by using KoreaMed and
PubMed. A total of 8,862 articles were retrieved; of these, 2,250 were
finally selected through selection and exclusion processes with the objective
of CER. This indicates that approximately 25% of all searched studies had
the objective of CER. Randomized Control Trial(RCT) had the limitation of
appluing the traditional clinical trial method, not the research design to
measure effectiveness in the real world setting, as stressed in CER.
Furthermore, the proportion was very low for systematic review and
economic evaluation, for evidence synthesis, among evidence synthesis and
evidence generation as the main approach of CER.

As study indications of CER, circulatory, digestive and neoplastic diseases,
those domestically reported to carry a high disease burden, were observed
frequently. In addition, studies tended to focus much more on treatment than

diagnosis, test and prevention as the intervention under the study; more
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specifically, clinical comparative research between drugs for treatment
accounted for the highest proportion. When the proportion of study
interventions was investigated by study methodology, drug studies accounted
for a large percentage among RCT and Non-RCT research; however, in case
of observational studies, the frequency was high for medical device, surgery,
and procedure but low for drug studies. Lastly, prior CER studies mostly
compared efficacy between study interventions but the proportion was
relatively lower for studies that compared safety and economic efficiency.

Then, three approaches were used to investigate Korean data sources for
CeR. First, Korean data sources available for CER were reviewed by
confirming the list of clinical studies conducted so far by the Korea Centers
for Disease Control and Prevention(KCDC), Korea Health Industry
Development Institute(KHIDI), Korea Food and Drug Administration(KFDA),
National Cancer Center(NCC), and National Strategic Coordinating Center for
Clinical Research(NSCR) with the cooperation of the Ministry of Health and
Welfare(MOHW). Second, protocols of all locally conducted clinical trials were
examined by reviewing the International Clinical Trials Registry
Platform(ICTRP) of the WHO and the Clinical Research Information
Service(CRIiS) DB being constructed by the Korea National Institute of
Health. Finally, a questionnaire survey of 25 clinical academic associations
was conducted through the Korean Academy of Medical Sciences to identify
data sources being constructed by academic associations. Through such
process, |,I50 data sources were finally reviewed as clinical data sources
that can be used for CER. Of clinical data sources available for CER, those
mostly established as the RCT were the most common, and most of
currently constructed data sources had the objective of confirming the
treatment effect, and a surrogate outcome was measured rather than the
final outcome, for the treatment effect, as one of their limitations.

As study interventions, most data sources established as the clinical trial
methodology represented a drug study whereas data sources established as
an observational study method included various study interventions, medical

device, surgery, and other interventions. In addition, many Korean clinical
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data were constructed by a single center whereas multi-center studies
contributed to a smaller share of approximately 30% of the entire studies;
among those data sources, 70% or more were established with the support
of pharmaceutical companies and private hospitals, 22.3% by public
institutions, and 6% by academic associations and investigators.

Finally, current limitations and recommendations for improvement are as
follows, based on investigation of the status of previous studies and data
sources.

First, information on data sources was too limited to identify the status
of locally established data sources and such trend was particularly relevant
in case of R&D data sources. To address this issue, it is necessary to
construct database(DB) to allow government officials and researchers to
share the status of established data sources. This will enable identification
of the status of currently established data sources and over the long term,
it may present useful reference information for improvement of the utility of
data sources as well as construction of new data sources in the future. As
a similar example to our proposed DB, the Clinical and Translational Science
Institute(University of California San Francisco) established and is operating
DB with a similar goal.

Going beyond DB construction, it is necessary first of all to strengthen
public access to data and information constructed with the support of
government on issues that are not readily accessible. For this goal, efforts
are required for improvement of quality of presently established data as well
as education, distribution and adoption of data sources. A good example is
the Biologic Specimen and Data Repository Information Coordinating
Center(BiolINCQ). It aims to coordinate and promote activities of the NHLUBI
Biorepository and Data Repository and expand the utility of data sources to
investigator groups via a single web-based user interface. Furthermore, as a
number of data sources are being built with private funding due to the
characteristics of local data sources, efforts are also required to enhance
accessibility to data sources established in the private sector over the long

term. This would call for a strategy to activate a network of investigators
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who actively establish and possess data sources and thereby expand the
network of data sources.

Another limitation of Korean data sources is the current lack of data
sources dedicated to CER and the segmented characteristics of data sources
constructed so far, making them limited in their application in the long-term
effectiveness and safety assessment. For CER, utilization and expansion of
various data sources are crucial, and it is essential to link data sources in
this process. National efforts are required to reach the practical balance
between security of privacy and utility of clinical information and this would
call for legal and technical considerations as well as reaching the consensus
among the public, decision makers and researchers on the necessity of data
linkage. Data linkage is also one of key issues in the US where CER has
emerged as an important research area prior to Korea. Multiple Network has
been proposed in the US to address this issue; it allows data owners to
spontaneously get engaged in the multiple network to enable connection of
data sources. As such network permits not only data source connection but
also sharing of relevant infrastructure, data analysis, education and security,
it is expected to achieve suynergy such as cost savings, and this may serve
as a useful role model for Korea.

Finally, the greatest challenge is the absolute lack of available data for
CER and it is ultimately required to make more efforts to establish data
sources to promote CER in Korea. For this, public awareness of CER should
be raised first, and once we reach the consensus on the importance of data
source construction, we should plan for data source establishment in the

long-term and comprehensive perspective; at the same time, sustained and

stable financial support and operation is also necessary at the national level.

When constructing a data source in the future, it would be more desirable
to establish a comprehensive data source that can serve multiple purposes,
instead of being committed to a single study, and the study should be
conducted as a multiple center investigation to minimize regional or medical
institutional bias.

This would call for the MOHW to strengthen its competence and play the
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central role, and thereby to build the actual momentum to construct data
sources; in particular, a central player is critically required to plan for,
support, and manage data construction at the national level throughout this
process. In this context, this study proposes formation of a local CER
consortium. Such CER consortium will be consisted of researchers and
research associations that maintain established data sources; they would
form task force(TF) by disease area through which data sources wiill be
naturally linked although they had been established by an individual site. As
another axis of this consortium, the KCDC, NCC, National Health Insurance
Corporation(NHIC), Health Insurance Review & Assessment Service(HIRA),
and KHIDI should also be involved to enable linkage of data sources being
constructed by these agencies with data sources of TF. Furthermore, the
consortium should have a secretariat that would be responsible for planning,
management, topic selection to maximize synergy among TF. Finally, the CER
consortium and MOHW should form a close relationship to enhance the

effectiveness of the CER consortium.
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L.I.2.l. Institute of Medicine (IOM)

IOM(2009)= Huz WA= HHEI oyt FH X|g, HYE SIAHY XIg9| XF2
FEAZIE 9 T WHES oS 3l Hluwo ittt ZHE HE T2 A=
Ct2) HuzWHel FX2 AH|Xf UAOIAR, SLOX; THxHA 2

U +F0M BAYRE FdAZ = Us oM BH2 ¥ = UEF BHE Heores

o[,
|maapAe] R IX| EF2 oI% €Y
I Hmaao SXH2 AXfRF| S GLH BFOIY ALWE AH BATYM
Moz £28 FE A
2. Huandds Ao FX WHS ETUOT HA F Y FH YESS Huy
3. HUERAFE AFYE +F0 SIDE +EAMOMS ZUE HAY
4. HugNAFE SIP FL OISI A Hi BUE FHY
5. HuEHALE YABFS W DX Ot FHO| HES YEY A=A AEY
6. HuuHALE= FA FUOl HHZE AGEHE ABY A BFAM +Y=o0F o

1) Federal Coordination Council for Comparative Effectiveness Research. Report to the
president and the congress, 2009

2) Initial National Priorities for Comparative Effectiveness Research. Washington, DC: The
National Academies Press. IOM (Institute of Medicine). 2009.
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l.I.2.2. Patient-Centered Outcomes Research Institute (PCORI)

HuaRARE= 2|1EQ FHEUSS ZF HuorY ol #XSoM FHESO 7PY &
DHQIX|, J=10 ofH FXiYo| 49| oS3 {YE F=X BHO= AoIT. T2EpM H|
wuNAFS HYUKUIZ OofH FXAHO| ofH AXISOM, =10 OH Y SfofA £
Xjof #g Ho|gt.3)

I.I.2.3. Agency for Healthcare Research and Quality (AHRQ)
Huuitd= Mz §E FXH PHSOl it Zop o5, 30 oo Het 2HE
oYz Hog ArAYY =2 FI| Aot Aol 2= 48, Y=Y, &

AL 44, £ B M YHESS HLOL: ARSITHE YU

=

.1.2.4. Federal Coordinating Council for Comparative

Effectiveness Research
Hugogdt= HYS oY, Y, Xz, 1340 FTYESIE o2 O F/SY FHH
S} MSZ YWt HAIMQ ARE WSt eYote Aot HlWmardol =X
2 UXS, oq=N|FXE, YAEPXISC| BAZ Ot FHS, £ FM o XS
of o FXHSCl 7 TUAXAUX|O| LY YESS Mot HolH. °olHEr HEE A
50171 oY, HWuHALE Pt AXFTGSOM ZUHOl AFUH ZYSo ot

HIOOF YITL MmO FXWEL O, +¢, AR\, YEWe MFS, 1D o=
ke

o rir

HF WHSS Tt o AL FHHY WUS HII FIPO| Y0t] Tt A=Y
B wEol e ¥ Wy, 1D A WRE YLD

.1.2.5. €uropean Network Health Technology Assessment

(EUnetHTA)
AU mats AUUEEQl UAF HAMM EX FAHO| oY E= 1 o9 HE FXH
=l
=

S HY AoEHE o150 § 2 BEE Y = UAH. 471 BA= o3 M K F

130N

T1[+]]

ing |0

jjpaH paspg-aoUu2p

i
L

whll

3) PCORI, http://www.pcori.org/

4) http://www.ahrg.gov

5) Federal Coordinating Council for Comparative Effectiveness Research. Report to the
President and Congress. Washington, DC: Department of Health and Human Services,
June 2009. (Accessed July 6, 2009, at
http://www.hhs.gov/recovery/programs/cer/cerannualrpt.pdf.)
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olaigt Atgold U|Zo|Ms HIBUATE Qo QUL WYL U PAYHS UFA
op] glef A MEIISO| Moot YIENES MHY HE UCHE ).

6) High Level Pharmaceutical Forum. Core principles on relative effectiveness. Available at

URL:http://ec.europa.eu/pharmaforum/docs/rea_principles_en.pdf(accessed December
2010).

7) 4, HEN, 0|4, MM, 0lSE, 24| Zsl0l. SaURlol HlmEneiTol FEIMe o

HISER|A|, SIEEZAQZHTAY. 2012

8) Academy Health. A First Look at the Volume and Cost of Comparative Effectiveness

Research in the United States, June 2009. Available at :
http://www.academyhealth.org/files/FileDownloads/AH_Monograph_09FINAL7 .pdf

9) Institute of Medicine. Learning What Works: Infrastructure Required for Comparative
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Axusby Guljpioqpjjor) 24DdY3jPaH

2. IOM 2 o8 HEOME SAMR HIIE &5t HIWsHATAE M2 FH
3. 2010 ACA(Accountable Care Act)ofl 2l&l| H|Z2| =& 7|22l PCORI(Patient-Centered
Outcomes Research Institute) A&

1.3, HAXPHG

A FIE DR ANATE $4NTHRSWIO|D, O FOIM AR AT

o
T} YUOD AFH|E G2SHOESHI HYHD, YRR AUYATLE $ISO-20M
9l $25H-38MWIIYD, ARFRERL

£} gjgsoloitt, HAARY HIGRAL 2
Z9L $WIF2SUIOR UYATEC; YO HFR MYH ATEAT F9Q

¥ 2 HusuHT 3] (170)
i ling 2ol
5 . 7|Ef BEAL (Simulation,
BEAE %}IIZEN (LR} E= Modeling
Sl O|XIXI=&) Systematic Review)
0:1_—r1_ C} E%_I%l : $75k—300k
- $400k-125m $800k-5m $25k-38m HAX 2HDE
Bl $30k - 500k
AR ECAE 208t 272 HE oo g100k-200K
Exyoin ¢ $2.5-5m $100k-250k et
= s $2m-4m HAR 20
g it LAl : e o7 : $200k_350k
$15-20m $1.5m-3m

HAI|YEE YA oihE YOI ChZap 2T

AHRQOIME UHE 12-18712] ARE X[Hdtl Y L2 SIRMI-35War(A| AT
I|1&) R=2o|tt. 0j=22] Department of Defense(DoD)e W 5-107] HRE 3ot
HAHE 129 SH-5MT AR0|A1, Veterans Health Administration(VHA)S Uf
H 405071 AFLE +Wotd UL APH|E $1.25HU-SHI HYYZ FHEYAUAY. H9
St EOFOflM UXp HlWTorALo| GigH X|ol I 2 712 National Institutes
of Health(NIH)YIM X[dt= A7 F Huudao] TEE £ Us dHALE

2006-20094 FQ 1,80071°|% 11, 20084A ¥t {0 £8E HAE= 46370,
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H 3 7|#d HusaHAT XY 3% (2006-2009)

7|2 e ZA(7H)
AHRQ(Agency for Healthcare Research and Quality) 144
DoD(Department of Defense) 25
VHA(Veterans Health Administration) 96

NIH(National Institutes of Health) 463 (20081)
* 200962 7|=C= SiEv|2t EHOIX| = 7|ts HR=EE 5o 274&

11.3.2. AFHHIeY

R AR Yoot EYMOL ot7f YO Lt AJHUFYS MosE = 2t2to| &9
O|f0iX|1 AY. AHRQOIME HlWa AR X HUE Ot Effective Health

Y801 HWTNARY WA
| BAog A DBE ©[43(°] H|u

o0 2N ANAZ"E LoD,
= Computer Retrieval of Information on Scientific
ProjectsNE F£0t= T HlWRNAP AL SHH YHSS 271010 UG,

DB9IM = ClinicalTrials.gov®llXl 61671, Health Services Research Projects in
Progress(HSRProj)°lM= 7340 &RI& 9 &+ 7 DB F 689U°| AL AH. A
TEHEZ = YA 578UB4AWILE P WXL, 1 HZLE UXXgel E=
OIXfXtg 2 O|&¢H HHATRI 10IU(5%)22 FAG.

SHH AH] XXt EE= ARX[(Self-funded) U AEROIME 617A0|f ©f
DBOIM HQIEl HlWTNAR fYAxG FEHO| US + UM, AFFHERE AL
3347l(54%)2 ¢ WUl 2HY/dH(Reviews, Modeling, Simulation T)
20271(33%)RT. ¢HH HEAF F UXNGSTEXARE 018U AFE= 787M(23%)°11 Y
HX|= YA E= OIXXfE S @8t wHAAAY. AL E 84M(3%)°11, ° F
AYRFFONM XU AR= 17UR.7%)°1NY. i ZAr AAIHL HlWTarH gt
morS 9I3t°] ClinicalTrials.gov, HSRProj, H7H| XX £ XfH] HPX} 4 QlE
R S 371X g2 A8, DBUCE FHOl R2Y DB UER U= HT HE

I} O|ZO{X|X| oot F=e| It Qo THAD] YLMO| OfFCH: HolTk, Eot AqH| X

Norr

rr

10) Effective Health Care Program:Helping you make better treatment choices, Available at

http://www.effectivehealthcare.ahrg.gov/index.cfm/what-is-the-effective-health-care-progra
m1/

11) a database of biomedical research funded by NIH
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Mmoo S5 !
o1m (YR EE=  Systematic
- O|XIXI=3) Review)
QIE|R AR =2 81 78 256 202 617
- K| X}
Phase Ill: 559
Clinicaltrials.gov ! 1 37 0 616
DB Z4Al Phase IV: 19
= HSRProj* 0 6 64 3 73
A 578 7 101 3 689

£X| : Academy Health. A First Look at the Volume and Cost of Comparative
Effectiveness Research in the United States, June 2009. Available at :
http://www.academyhealth.org/files/FileDownloads/AH_Monograph_09FINAL7.pdf
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i AHRQ* NIH? DoD* VHA* Total
CHatzist
(n=178) (n=513) (n=26) (n=106) (n=823)
ZEY EE HlAA TRl 6% 1% 0% 3% 2%
oFNEQ 10% 7% 23% 7% 8%
Al Ee(LES, TEY 23 20% 10% 4% 23% 13%
X|oj(=35t0|H =g 1% 1% 0% 3% 1%
225 U 7|t HAZZEof 8% 16% 8% 18% 14%
HchEbol, Fol2iAETo, XtHZS 4% 1% 0% 0% 1%
(= 1% 1% 0% 8% 10%
7IsHBH 2 Eok 8% 4% 15% 7% 5%
HAEISHHIV/AIDS ZEh 3% 1% 0% 6% 8%
HI2t 1% 3% 0% 2% 3%
ALY L AskE2 0% 0% 0% 0% 0%
QUANZTALILSH 1% 4% 0% 0% 2%
st/ A 5% 3% 0% 4% 3%
orzZog 2% 19% 0% 9% 14%
7|E} 20% 1% 50% 12% 14%

1. 271 of&e] =& ZEHo| ZalE orE J[EZ End

2. NIH: 2008 @7 2 CHAR} o1 w3t

* AHRQ:Agency for Healthcare Research and Quality; DoD: Department of Defense;
VHA: Veterans Health Administration; NIH: National Institutes of Health
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H 6 SAYEE 7|28 HlusnjHT g

ESVEE AHRQ* NIH* DoD* VHA* A

or=Zx|=2 35% 68% 24% 10% 34%
MESI™ x| 1% 1% 10% 4% 4%
FREE 2% - 8% 1% 2%
0|2 7|7|/EH] 17% 6% 0% 7% 11%
P 1% - 3% 9% 9%
SH=Zx 1% 24% 1% 24% 16%
ZEHAEIY 2% 1% 17% 3% 3%
Ol FEH|A 1% - 19% 4% 20%
7|et 10% - 8% 1% 2%

£X : Federal Coordination Council for Comparative Effectiveness Research. Report
to the president and the congress, 2009

1 YR £ Jix| OjAlo] Giulg AIRSIZionE el 77t 100%0 YAISHK] 242

2 NIH: 2008 A+ 3 CHAXp A =at

* AHRQ: Agency for Healthcare Research and Quality; DoD: Department of
Defense; VHA: Veterans Health Administration; NIH: National Institutes of Health

HuO AR oY H2 UXAL F= OIXfALZ GYSIULE. NIHZE VHAIM X|
dEle de YXAAE RCTL ©2] BHIY UEAFN I WAL, AHRQOIM XA

= T OIXAIL P WU, O FoAME HAHE FHLEO| I WAL, oA
HaY A4 B2 FUEUAH. VHA XAs HEUSAA(Practical/Pragmatic
controlled trial) |7 2 ALY HYXHOZ WUT(E 7).

president and the congress, 2009
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7 712 Y SEE HugnjaT SHE

S SEY’ AHRQ NIH? DoD VHA  Total
UXIHF(Primary Research) s
Randomized Controlled Trial 1% 79% 0% 77% 60% s
Practical/Pragmatic Controlled Trial® 3% 1% 16% 1% 2% ‘:;‘
Other Non-Randomized Controlled Trial 2% 2% 32% 0% 3% m
Observational Study (Natural experiment) 1% 2% 0% 1% 2% :'j
Observational Study (Prospective/Registry) 4% 3% 16% 6% 1% 5
Observational Study (Retrospective) 9% 5% 6% 4% 6% ,3
0|xtH74Secondary Research) 8
AN 2ol 0E(Systematic Review) 58% 0% 13% 0% 14% &
HEF2A(Meta-Analysis) 3% 0% 0% 0% 1% 2
25 pHl(Mathematical Model) 4% 3% 3% 3% 3% :“
HG2(Research Training) n/a* 0% 13% 0% 1% 3
7|E} P52 &AlOther Capacity Building) n/a* 0% 0% 1% 0% S
7|EKOther) 2% 2% 0% 3% 2% 3
Z£X : Federal Coordination Council for Comparative Effectiveness Research. Report to a
the president and the congress, 2009
1 Y8 G5 F 7IK| Ol4e adiHE AIEsIeEE BiEH A7 100%01 LXIotX| 9= :;
2 NIH : 2008H0f| &= 44374 + CHAE kx| 307HE 7|=& a

3 Pragmatic trial : B&& Ho|7} 2l0{M Pragmatic trial2 ZS&l= 759 SFHX|Q.
4 AHRQ : HlnsmATRE 2|5t QXX JHe A (Career HEX|R(K grant), Capability
INLHA(T and R grant) Z&)

fou

HugRALE O U ¥2 2[ASOIM W0t UXT o[ F2 £XHSS AL
AU HugaALoN {1 FA DB, UXSEXfE HA FEHOIL XIt FE
O] %2 = UAN2H XEQ| JpX|, HO| oL HLAUXLE & = Y= FLI UNH.

aj2
| =

12014 AQOID Y XFBE O HIGEHZ ARXSOPY WOl i

13) Federal Coordination Council for Comparative Effectiveness Research. Report to the
president and the congress, 2009
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SIX|9H 22 HIDBUATY FRAHO| =O/EI| AXIOIGX|I JLOYN HREAATO| Y

§ P59t RO Yt WYTIo] Mo| O|FO{X|D UX| o

FIMORL ¢y HIDAUATE YOt AW Ciofet QA Y HEJ} O|FofX

1
o QIma F AT e AL WO TYO[NRL Sk,

2 A7 2Xe QU HDANAHTE
Quetnxt ot Zo|ck, |

%
AP K AR B ATE LYYO[DR Sret,

SN, uEaAAqe =
AT LYW Y§ IH5Y A AZAS morernxt gret,

M, WX J|RSE AGBYUSO SN UM HIBUAT| LEIHSUX| wolot
OIT 7| RXE XBYUQ SHO| XSS G¥ HDARATLE Yo XY WY,

HOr WHYeS MAISDX; T,

—_

r

14) Initial National Priorities for Comparative Effectiveness Research. Washington, DC: The
National Academies Press. IOM (Institute of Medicine). 2009.
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=4 MEEYY X|2™ol Oier HugdHLIT 2008 AHRQY X[HC= YL U
Gt WEHHEY X=HMS F, WYRW™(Cryotherapy), =TFFE€ E&= =2X+&EX
(Laparascopic or robotic prostatectomy), UEZH Y QY™ (Primary androgen
deprivation therapy), 1ZFE H™&EY X0 2&7|(High-Intensity Focused
Ultrasound), %Xt X|&(Proton beam therapy), 131 NI7|HZYALMX|E
(Intensity Modulated Radiation Therapy) §2 HluWdI¥oY oL X|g®#o| ¢ mut

d

Hoxof gt @rte =2hSOIRH. 1Y =¥ T 2XH HEM 2X=(Radical

prostatectomy)®l FeE Alg0| YO AWH OEI|N AE ABelo| oo 2%
S WO QO BILG WAIO| M| wWAOR: U2 LISHHLL,

Medical Therapy for Prostatic Sumptoms®3= NIHY X|geg2 Y4 3,047%
2 o2 109 $YEIUD ARH|E $57WMA0[UL}. F1Y finasterid(Proscar(©)
2} doxazosin(Cardura(©)? % Es 502 Argot F9 PPN HIHF
(Benign Prostatic Hyperplasia)Z ZIXl Y/dolA MM HIHE ZFO|HY X|AA?|=
Qg HWPIt oA

Study of Tamoxifen and Raloxifene@+= National Cancer Institute(NCD2| X|
HOR WP ¥ o 19,7472 YO 10H FYEUCH(HAH| $8UHTH). T4k
Y= RaloxifeneZ Tamoxife2t HludIO H|F ¥ oY F FYAY Hgol 2 182 W

AOR Qurer Wi Ol WIHE u@ IO

NIHOIME GRS AR BARI 2D trial® $3OIECH XYW Tkt &UXSo
Mo ORIAEE oYl %t yHo=E XASE ostM  wE|H(Optimal medical
management)2 UMY &(Revascularization)t H|WSIEON £ ZojA AWt S

e LQIBTYHTLY)

a |

15) Federal Coordination Council for Comparative Effectiveness Research. Report to the
president and the congress, 2009

16) Academy Health. A First Look at the Volume and Cost of Comparative Effectiveness
Research in the United States, June 2009. Available at :
http://www.academyhealth.org/files/FileDownloads/AH_Monograph_09FINAL7 .pdf

17) BARI 2D study group et al. N Engl J Med. 2009;360(24):2570-2.
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Diabetes and Digestive and Kidney Disease(NIDDK)OIA XI5t TiAFXt 3234
B2 ez 33U WA, Uikt IIMAQUY 55%, orZ2FH| 0|72 20%, 9l
29| 16%, 9[=FAH AUYUQ 5%, OFAHA O|=QU 4% FTL=E TFOIAL.

Tkt HF = UTs Foi’r Ae DAUPHXAAM XY Tty WS oy
=

A
o
Borste AAOIY, X|EH2 MuUGAWst HIJA%(Metformin), H

(]

S 32
Aorr
L

Ja

1o

Rai

KU

(Placebo) § 37PX| WHE HIDOIHON, MUY HF 7%2UAE SHE 5
5029 AMESS o= HOITH 371X Wd F WYYA W HIIt M2y Ty
A
=

Folt ©l MY AAMYS wAALYD, °f

nE off U

fllo

Ie T HF RFYEC FM0ML

rnr oz

O] ofl M &XtL QAR oS MEiStE H F2% FEE NFotd AN

Action to Control Cardiovascular Risk in Diabetes@+= National Heart,
Lung, and Blood Institute(NHLBDOIl 2J8{A] $8E|U0H T BetXt |0251H2 U4
OF %YoL EFZOI Xgy 37[X|E HuIIReH HFXgsHy Fe BEX=Y/H
XYY BEXSHS Z212ZF HWoriT. Ef XUYFT XSHOZE Xy Th'Huxo
M HEpEg Wy 09HE UYL E Fibrate+Stating Statin UEwE HWIY FQ

NEUY WYE FAUNE DOIETE B F WP 4-849 FHOIHD o $3008T
l:l-

g2
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oo

2.1.3. gl

Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack
Trial87= NHLBIO| 23 +%YE AN GigXt= o7 0= 42,418F°IH. A=
& DUAHPIT AHY DY XM WFFWRY WS Z°l= H J1EY Llong
established, inexpensive diureticsHt § ZWIF UEXE HIO[AUL. E3F EH =
YIAEZO UA TIE Pravastatin® LA Tt H WAL A= 8W FO Loig

%1, 3 ATHE O $E3WTOITE,

2.1.4. JLg 2ot

[ =]

Clinical Antipsychotic Trials of Intervention Effectivenesse National
Institute of Mental Health(NIMH)O|| 23l & UD Hidxt= FUEET 1,460%
uxolo|l Mgt 450FOITt ARIAS A 2756, SUO|H F ATH|E $67WTH0|

o],
Of. 1= YHMELN| PerphenazineZ 2% (Clozapine, Risperidone, Olanzapine,
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Quetiapine)f Hluwdto] X2 0 H[Z WS HYISFRT.
National Institute of Neurological Disorders and Stroke H3e NIMHE X[

OF HYEHAD HHXtE 404122 18-75M12 YTt QAFAIR[SHY H|F0| EHUEA

Of, 792 $8EQD UM HIJH|E $3SUHDMO|UCE, Q2F SIXON YR EH|E

XIX oM YIOHX| U= FF F2TOMEXONM GE XzHS AEUS Yo alE

Hlu GIForRY.

Apg 3t

r

Systematic Treatment €nhancement Program for Bipolar Disorder Y1 E
NIMHE| X|¢o 2 [SM| o] LIt UE X 4361F22 Y22 oI
§xr G 54 o  FHOIUCH(AUAH]  $26.8UWEH.  XgNE  I|EAURAN|

(Mood-stabilizing medications), %24, YHLEOEN| CI[ofQ AdfzmA  AXN|X|

ox

(Monoamine Oxidase ilhibitors), JHUAIYE X|g@H(Psychosocial interventions)
S= HWIY FLolel X|gof MUyXx|o Iy mutXol X|gHE IR
Treatment for Adolescents with Depression Study®+e NIMHE X[z |2

ay
=T Sl N

YoMt gHUY XeEY Y E= USNRE U 8

IrorR.

2.15. ey Fy

Clinical Outcomes Utilizing Revascularization and Aggressive Drug
Evaluation AF= HHOMH[ 0|2 QU AYZ Yo7 et X2PEHS HwWIfH
UQexte 2287%°d 749 S $35MA9  AJHIF LAQEUH. HLALGE=
Percutaneous coronary intervention(PCl or angioplasty)¥ Optimal medical
therapy®l #H-82°| Optimal medical therapy SS2HY Zf ¢ F2 A2 Wi

NINDS t-PA Stroke Study GroupYT= NINDS? X|HOE 624%2 UWCE 5
W2 APEUCHARY] $2.2HT). HEF UXE WHOR HEF WY T M Y
tPAE SOIHS U XZHUE U@ FIIOIYUCL.

Sudden Cardiac Death in Heart Failure Trial3 7= NHLUBI, Medtronic, Inc.,2}
Wuyeth-Ayerst Laboratories? X|go=2 2¥M MEXM(Congestive heart failure,
CHF) X 252182 o8 ¢Xt T 2.5-6'd FO FHOIUC (ALY o $i2UHID).

51" M5 (schemic cardiomyopathy) T H[SEY &Py M2

=2
(Nonischemic dilated cardiomyopathy)Q 2 QI5f0] grlist HMAEX BEX[OJ|A| AQY
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2 E0t XgHZ HuU IR, Hupd2 HUY¥  HAMIF?IUmplantable
Cardioverter Defibrillator), 22 5% #(Amiodarone), X S22 ZF X|gHo| H|E
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2.1.6. QrofA %

Comparison of AMD Treatments Trials: Lucentis-Avastin ¥3'= National €Eye
Institute(NENCIA SOA| O ‘42l 1,200% S Uido= HUXIH 2E FXOI0] 235
ALk, LolMd Bt (Advanced age-related macular degeneration, AMD)2| X|&X|
2 A25E Lucentis(Ranibizumab)?t XH|§ Ml Avastin(Bevacizumab)E Hl

DoLo] QPRI WIHS BIIOIACL

=
of Yt H7l= NIDDKY X|flo=z £¥EUN LXt 2509
2008d%E $3.24T, 2009 $0.5WEe| AH|If 225
(Hemodialysis)Z FT 3Y HA0t= 39 =9 6US HAYL
P3O 1270l ZMAM ZpHA HIE QIoH AP 49 A HIH(SF-36
RAND physical health composite)S H|u st
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National Emphysema Treatment Triali®t& NHWBI, AHRQ, Center for
Medicare & Medicaid Service(CMS) 5°| X|¢ot0] 1218%2 U2 5HZ K
ACH(AAH] $35WIAN), HI|F  AXPMO FERG HIZFH LX=(Bilateral lung
volume reduction surgery)? HI7|F X|FALQ} £49 FII| Y= HAXIS QI6t
€ XHE HUSEI| A5 o= U
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23) Shah BR, Drozda J, Peterson ED. Leveraging observational registries to inform
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AHRQ: the DEcIDE Network, the Centers for Education &
Research on Therapeutics(CERTSs), Evidence-Based Practice
Centers(EPCs)

NIH: Clinical Translational Research Awards(CTSAS) recipients
CDC: Evaluation of Genomic Applications in Practice and
Prevention(EGAPP) workgroup

HRSA research networks: Pediatric Research in Office Settings
(PROS), Emergency Medical Services for Children(EMSC)
SAMHSA: National Child Traumatic Stress Network

VA: Research Center of Excellence

X|Yern s HFS OE DB

ClinicalTrials.gov(Federally and privately supported clinical trials)
MEDLINE/PubMed(Biomedical journal literature), HSRProj(Health
Services Research Projects in Progress)

CRISP(biomedical research funded by NIH)

Disease-oriented databases, Surveys, Web sites(Longitudinal
Studies on Aging(NCHS and NIA), Cardiovascular Health
Study(NHLBI))

Survey of Mental Health Organizations, General Hospitals Mental
Health Services, Managed Care Organizations(SAMHSA)

Numerous CDC disease and research data assets, Sites(NCHS
surveillance systems, cancer registries, vaccine registries)
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26) Initial National Priorities for Comparative Effectiveness Research. Washington, DC: The
National Academies Press. IOM (Institute of Medicine). 2009.

27) Shah BR, Drozda J, Peterson ED. Leveraging observational registries to inform
comparative effectiveness research. Am Heart J. 2010;160(1):8-15
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c HY UASEXIEO FQ FRA YA AN WAt AMHHE WO om, Y
g | AZE PRS0l AIZIO| WEE Cropst J|Bo|N X|RE WIlo| FUXRE HFUC HAQ
ﬂ SHHXIEE 8E 0o X222 TSt QUL SHX[OF UAIXIZ O} ECIXIZO| BE A
3 Sl SUM AAME Ho| gicy. JajLf of2st 2H| SHZE Yol WX FTWIIY

[= B |
oot WgyH EE KB ALY YU HSXE S U 4 b HUNIXEY

2.3.2.3. ¥ J1dr ARY ELQ A (Practice-base Research Networks)
28 AFYEYIL UMATLL AT WK IS o) OXt
Py

HOJElS HCF MIEHOl QANEE EUOtD QO YN
=

2 M2 49 @X4E 2
S YIEYIY WY U T2 YEYIAY BF YHUS T LY 4+ Y2 ROl

2.3.2.4. A%, XgY TSEXIE (Disease and Treatment Specific
Registries)
UNSEATE AN AN FYATO FQU XEUO| ¥ & YL o XEE 0

3 MYE APSH(YNH EE YUl UY IZY AT LHS FO P2 4 A

28) Shah BR, Drozda J, Peterson ED. Leveraging observational registries to inform
comparative effectiveness research. Am Heart J. 2010;160(1):8-15

29) Shah BR, Drozda J, Peterson ED. Leveraging observational registries to inform
comparative effectiveness research. Am Heart J. 2010;160(1):8-15
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OlA a
ERoD Qe A NTUORHE USY £ YIE Of1, YA BAUXZLE XF

ns

2
LG QUCE OIX|Z GXNSEXTE SHO FYUYHO| QY ATE LWOIHN HDABA
TE Yot BE XIS LWL Yl WAWO| EXorct,
HDEYADE Yot WL
Mt 9| Z xR0 gryoto] HAY DBE I WA %% DBE EYUC So|

U T YE DBOI UK o WYHY WSOl U WO B HMAL
AEY HYAS AH He YEO| U MDAJATE Yo W I U XE
o = 4 t.

HREAT YoM M T HYHOR HEEHOX|: DBSL HDANAT F
AR SXE NI JHWE HE ofUTh EOh UUIKOT HMBIATO| TR HMo| Y
KHIPSOH| Mo10] WAEL EXj0| O|Ro{X UX| YTt °IE SO, ClinicalTrials.gov
o CRISPY Z°| A7 DB UBXZO| W2t HMEHATY A™O| I5Y 4 UES
2T WO HAS APt BEMOZT HMUMATE QIO o oWy MY
S¢ XYUot: WHOR DBE HIMUNNTY WUV AHO| ISOHT AUAMI|5O|

SO TS YAt BT 2PHCLI0)

L2 I
rir OE-E

rie

233. 5 Nedd HuayAago] g8otI| AT ¥

2

DBE “bad data in, bad data out'0|2tE HAMXNE £TUH FHO AU L
QA AHEHT. g Y HPEE Xtgo EXQ XYMl mEp gEd & UM
M XGEE JHYY o NUEAHY SRS 2TPOl HAUAHY I APEX] 42 =
E M7 2 = UY. XI2E Wt +HEH XANRE AP Mo HAGSXSO|
O 4oz FYL ZILUE=XY Xtz o(data cleaning) TU 22 HAE B0}
- A7 olF Al ¥XpEC] XfrYUHolM DBIX| "olo| HUEeX|, Hol2
UXFEOl "l E|UEXI HAYA ST UXSZ YUY ol TYXHoZ QRIIEX}
2o oM FEEUY FHIL US = AH3D
I|IFHE XS HuaoAELo &85 3 o2 Y=SO iRt 027F s,

nlu
i

I'-|II

30) In MEDLINE, for example, indexing tags for particular “publication types,” such as
Randomized Controlled Trial, Clinical Trial Phase lll, Meta-Analysis, and Review, would
readily enable searching for journal articles that report such studies.

31) Shah BR, Drozda J, Peterson ED. Leveraging observational registries to inform
comparative effectiveness research. Am Heart J. 2010;160(1):8-15
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QoM EESHE HO|2 J|HOZ MXINOR BYQFYO| JH5ofof YLt HMBUATE
NAFHHBTE ol AMO| =22 TISYoF YTh. HIPAA Privacy Ruled] T2, JQI%
HETE Qo) YHES AGY WO APXS ADMOISOME HOLOF BTt “Algo| g
ISR XIBE ALGOHE SN MY FLOl: ¥R F9 g0l ALg Iser|E
ofct. EW, XEO M MY XIBZ DFE FUMZII| YN HIOIE ASXE tyoz

HDE NN S SHAF|DL AMEIHE HFoICE 3D

32) Initial National Priorities for Comparative Effectiveness Research. Washington, DC: The
National Academies Press. IOM (Institute of Medicine). 2009.

_26_



_27_



Kl
=)
rl
i)
o]
oF

ol
ke

AUAT WY}

<

=

3.1. =tY{ Hj

oA,

e

-
[

Hy A9 ¢

3.1.I. g4

SaMA(Peer review)

Euldanra<hatad Hos
gEviaence-pasea m

X0
Bl

3.1.2.1.

$O[0] WYOIHCEIN MBI} Yooy Hyxel Xy

3t 90|

a
=

1

X
[

A7

2k
4
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H 9 PubMed & KoreaMed ZMZZF

ZAAH R AAMZATHZH)
PubMed (Randomized Controlled Trial)
1 randomized controlled trial[pt] 327,236
2 controlled clinical trial[pt] 84,055
3  korea[affil] 151,355
4 (#1) OR #2 406,548
5 (#4) AND #3 3,045
PubMed (Observational Studies)
1 cohort studies[mesh] 1,173,553
2 comparative study[pt] 1,574,002
3  korea[affil] 151,355
4 (#1) AND #2 225,099
5 (#4) AND #3 3,292
PubMed (Systematic Review)
1 systematic[sb] AND (korealaffil]) 795
KoreaMed

"Clinical Trial"'[PT] OR "Comparative Study'[PT]
1 OR "Meta-Analysis'[PT] OR "Multicenter Study"[PT] 2,376

OR "Randomized Controlled Trial'[PT] AND ("Human"[MH])

S=H7A

total 9,508H
1,042
8,466

Randomized Controlled Trial, Observational Studies, Systematic Review ZAHUXE 2012

A 78 25¢

H 10 PubMed & KoreaMed ZdAixizf

(Bxld &7h

ZAAHF 2t ZAAATKZH)
PubMed
1 Search(Korea[Affiliation]) AND cost benefit analysis[MeSH Terms] 93
KoreaMed
1 "cost effectiveness" [TI] OR "cost effectiveness" [AB] 257
2 "cost utility" [TI] OR "cost utility" [AB] 9
3 ‘"economic analysis" [TI] OR "economic analysis" [AB] 5
4  "economic evaluation" [Tl] OR "economic evaluation" [AB] 22
5 "economic assessment" [TI] OR "economic assessment" [AB] 0
6 "cost benefit" [TI] OR "cost benefit" [AB] 51
total 437
ESEXA 41
396

Economic Evaluation ZAUXE 2012 82 29
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Randomized Controlled Trial
Non-randomized Controlled Trial
Retrospective Observational Studies
Prospective Observational Studies
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Systematic Review

Economic Evaluation
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3.2.2. Y4 Z2EFE HM
A HMH|A(Clinical Research information Service, CRiS)36)2}

a
TN UMM ESE ZHE(nternational Clinical Trial Registry Platform, ICTRP)37)2

3.2.2.1 AP EMYL(CRIS)

CRISE JUCIM MYSE YMAY L YYATE 23YU0T SEops AAwoz
2010 SYHE 2FOPD YO S| U FOIZ ANAT BAXSOP YLE M3T
ofTl Tt FAUANUSE SHEo| MM MM Primary Registry@ TFUEION 2
wOt ofLj3t JYAFKSE AFHUYO U M SZ0| IO HUTL IHY Uk

HTHYHMHA AAMS 0|80 20100 S OOl +YH I ANATSO wy
more JHSORX|E, OjMo| P KRS Mofers Hls AP ULk AAUWY| SEH
AU FTHOIXOM g APS AEOI Ty 4 UKW, X2 MEYE L Y

.

=]
g 9lorol oy JjHe WES Wo XEMAL Foto] HlstgCt,
3.2.2.2 IHYGMEUSTE SHSUCTRP)

M= O AMARY SEY AS

SHYSAYSE SHBZANME U OSAE ZYL AYALE 25 AMOI] fforq
BMAM S WEUXF FEFIN(Countries of recruitment)E =22 Aot UMX| XA
2 MAYOIX| PATHHMY. 2oikE 831U JIF). IUM OIROXE UMHIRE
ICTRPY CRiS ¥ oo AAHC| SFOIH HXU F o AMAH 2o S5 AL
EMotE Hl, °1F FeolE ICTRPO 58 BEE IIZ2E F52 MR,

3
3

6) http://cris.cdc.go.kr/cris/index.jsp
7) http://apps.who.int/trialsearch/AdvSearch.aspx
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irreversible morbid events S

-Surrogate outcome : Final

outcome= M|2lgt LIHX| X|&

(oll, biomarker, intermediate
outcome?| HEf endpoint(a symptom or measure of
function, disease-free survival,
symptoms of hypoglycaemia, angina
frequency, exercise tolerance, ZITHH
ool g2 e, B0l §)

Final outcome
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g olxixiZ 2 -X=e 0lg U XY FAl T
N EMR -52|7|2X|(CRF)2| #2 EMRO| =g =
7IEf

1021

Y NIRRT ALAUYS Toorr| 9ore] AoyIIpe XY XAl ICTRPEY
CRISE $9 DB Z4, UNATX e MBEA X X2 58 Fof EAE I X8
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o FoIM ARt 2010] ¢ of 2 xzoIUL. HF M
0]

2 937E NECA IRBYM MHoHKE HQAUWUATI(NECAIRBIZ-0IS).
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4.. 24 HWBIAL G Gol

41l Xtgxz AH1

Y HDARAT WY MOrS 9Joro] UL Y HM DBE
3}, 3 8862HY 2HO| AMEUOH AMHHOZ S £2 %Ol G
Qe A7 5950 IHAIZCH Oy AZ, MOIO] 5 A MXHHO| o3 HEES 5
ofo] HIANAT RS WMLHOIYOD HFHOZ 2250Me 2O BIfo| EHHY
of. BN AME A7 o 2597t HIDHUNTE % Ut 2
O UERGTE MeHiX YoM WML 2t oA HO FQols WM YYE Fof

RE YOI . 3

Ing ot

JijpaH paspg-asuap

8 F& Zd § 2250H F RCT A7t 936, Non-RCT U7t 342W, HY¥
XM  MEAHL(Prospective observational study)?l 248W, TGM AR
(Retrospective observational study)?f 548H, HHX FHIE(Systematic
review)?|l 71, FHH HIN(Economic evaluation)?’f 28W, YHU™ CHAHL

(Cross-sectional study)?f 6, 14t°| 7|¢t2 EFE A2 7IHOIQG(AH D.

PubMed & KoreaMed ZH* ZHq
[Randomized Clinical Trials, Observational Studies,
Systematic Reviews, Economic Evaluations in Korea]

% 8,862
$
1x} MEY / Hix| Za}

[Comparative Effectiveness Research - Yes ? or No 7]

% 2,903H
4

2K} dEH / B Zaf
[Abstract, Keywords & 4tH| MA| ®E 7|Z0| 2&t CER o5 T
= 2,250

2
e FF

[RCT — 9363, NRCT — 342H, OR(Prospective) — 248¥, OR(Retrospective) -548H,
SR-71%, EE- 2898, CS-6H, 7|Ef - 71H]
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a1 28 M

=13

Ho
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4.l2.l AAYHE ZX

FTHMHHIY M PubMed M Zoo| 2T ARYHE HI&EZ RCT AL 42%,
&A1 (Observational study)?t 40%, HHX 28
M’ B7I(Economic evaluation)?t 6%XR2Y, HWITRALY| 8Ptz AJLE %F
Moz JMEHOL o|x o] HApufHd H|IZZ MHHEH RCT Al 42%, Non-RCT A7t
I5%, T UAAIL(Retrospective observational study)?l 25%, N Wirep
(Prospective observational study)?l 11%, HIAI™ Z¢HIE(Systematic review)O|
3%, BH H7l(Economic evaluation)?t 1%, HHH HHAHA(Cross-sectional

studuy)?t 0.003%, ?IEt?t 3%{H(AE 2, 3).

|-J

W& (Systematic review)©| 12%,

Economic
Evaluation
6%

RCT
429

Observation
Study
A0%

Review

12%

a3 2 MetHiE M AU HiS
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Chbservation2 7|Ef Systematic Economic

{Prospective)
11% 3% 1%

_Review  Fvaluation

RCT
42%

Observationl
(Retrospective)
25%

Mon-RCT
15%
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4.3.3. MUY XAH(Post Marketing Surveillance, PMS)

RCTS| Zrep% Jtxjo| Tshiis MY 4 QIO Crot RCTS ZTH LY AYNH

H 26 Post-marketing comparative effectiveness studies

Study

Primary Study question

Clinical wisdom before
study

Main conclusion of active
comparator study

(a) Randomized controlled trials

Effectiveness of ACE
inhibitors, CCBs, and thiazides

Thiazides are inferior in

Thiazides are as effective as
ACE inhibitors and CCBs in

ALLHAT : first-line antihypertensive lowering blood pressure and
ﬁgd%%gtrglarg}i/g\?gsecrllsllaornesggts treatment slightly more effective in
preventing cardiovascular events
Is there a difference in S
effectiveness of and ome atypical AWVDI
| . : ypical APMs are equally
CATIE adnerence to atypical antipsychotics may have ineffective and little tolerated in

antipsychotic medications in
elderly patients with
dementia?

slight advantages over
others

elderly patients with dementia

(b) Non-randomized epidemiologic studies

Are all ACE inhibitors equally
effective in reducing mortality

There is little difference
among long-acting ACE

Ramipril was associated with

Pilote et al. . et : lower mortality after Ml than
after Ml in elderly inhibitors in reducing AR
patients(65+ years)? mortality after MI most other ACE inhibitors

FDA's public health
Have elderly :
patients(65-years) using g?wisgarly ﬁa&sle%&nly that  onventional APMs have at least

Wang et al.  conventional antipsychotic cc;:we/entionals' are the same risk of death if not
medications a similar or even  Jo 5 N it increased Nigher
higher risk of death? mortality

In elderly patients, there C .
In elderly patients(65-years), is insufficient RCT data to ﬁggzls&eriw%lgglcal ut?eemosf there

Schneeweis what are the comparative allow differentiation of CV is No meanin fuIVrguctioﬁ in
gastroprotective benefits and  risk between 9J !

set al. upper Gl bleeds by coxibs, but

CV risks of selective COX-2
inhibitors versus ns-NSAIDs?

non-naproxen NSAIDs and
coxibs have fewer gastric
side effects

diclofenac may have as high a
risk of Ml as rofecoxib

38) Schneeweiss S. Developments in post-marketing comparative effectiveness research.
Clinical Pharmacol Ther. 2007;82(2):143-156
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A Drug Use Investigation of 487 | 20045 | Pfizer FSEIzS| Case-Only | Etanercept NA Rheumatoid Arthritis 4M| =
ENBREL for Post-marketing oA
Surveillance (PMS) for RA and
PsA
Efficacy and Safety of 650 | 2003.12 | Korea NIz Cohort Cilostazol NA Cerebral Infarction 18-80M| | 4
Cilostazol for the Indication of Otsuka
CSPS Pharmaceu
tical
Co.,Ltd.
Use of Nebidol to Assess 1,493 | 2006.10 | Bayer WIS Cohort Testosterone | NA Hypogonadism Male 18M| =
Tolerability and Treatment Undecanoate oA
Outcomes in Daily Clinical (Nebido,
Practice IPASS Nebido BAY86-5037)
Simvastatin Reduces - | 2004.1 Gachon PNEIRS Case Simvastatin NA Hypercholesterolemia 25-75M| | 4
Adiponectin Levels and Insulin University Control
Sensitivity Gil Medical
Center
Observation Study of 1,055 | 20075 | Janssen NSS! Ecologic or | Infliximab Arthritis, Rheumatoid NA =AE
Remicade (Infliximab) Injection Korea, Ltd., Community Spondylitis, Ankylosing
Korea
A Post-marketing Surveillance 600 | 2009.3 | Merck s | Case-Only | Cetuximab NA Neoplasms, Squamous | NA =AE|
Study on Erbitux in KGaA Cell
Combination With
Platinum-based Chemotherapy
in Metastatic/Recurrent
Sqguamous Cell Cancer of the
Head and Neck
Regulatory Nebilet PMS 743 | 2009.10 | GSK NEIES Nebivolol NA Heart Failure NA =
Hypertension
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e =950 MOE WY Aol

X|ZK| HDABATE o LAHE XBHUO| YOOT ¥ HIARATE SHIoN
EAHOZ AYop| YOiME YOR XU AL Yo WOl oot AIMY, AU
Eoh 97 QImar Fuheo| WRY Ho|gt,

442 Y Xtz Mgt
4421 94xg9 HI2H Fo
XZX| FUM FHE XIEYU| U HY mofo] of2g QrF WX XfZ o st
JHeret Mol Wt I XtEOf| WYt HojEf HEo=R ¢ Xtgo| wgAo| WorM
UL SNt YT MEQ XBYUL FAY 0 WA XEYUL TOSIX| 2ot Aoy
=20l EHY WA XEIP e SIS IEOPI| oA ¥ 4 ULk ESH Ao
R&GD XYYAOZ J&& XY HQ ReD= FEMOI JHZ Qlsf X|Alo] %
oYt SYHE QY= NOZ WUECE o2t AW JEoI| o XEY A

o 4> ok

I'lOl

[«

x4
&

fllo



o
El
fols
o]
re
i
40
rok
ro
[
o
o
Ol
i
1%

) X2 HFPS Y = U= DB &

oy A 2AIEE 34
T X2HY LREE FHATIL YT MZE Xg2d A A A £+ U
HE 28 &+ S AeZ Ho

olzitH, O]= University of California, San Francisco(UCSF)? Clinical &
Translational Science Institute(CTSDIME ©[Z¢ DBE &% UH. CTSI DB
Me HePA(Domain), UAXY(Population), YEHU(Unit of observation), XI&AY
‘3714 (Publisher), +&HHE(Time frame), #-(Scope), HLEAHI(Study design)d=

B NBYUS MY 4+ YTE oD Ak,

Home »» Research Resources »» Work with Large Datasets 3>
Large Dataset Inventory

¥ Working with Large Datasets » Reguest Consultation » Contact us = with questions

Find datasets by specifying criteria below, or view all datasets. Results will be shown below the checkboxes.

Domain Population Unit of Observation  Publisher Timeframe Study Design
Select Al Select All Select Al Select All Select All Select All
[ Health Care (including [ infants O individual [ US Dept of Health and Human Services [ Prior to 1580 [ ndependent Samples
utiization, costs, and qualty) [ under 18 years ofage  [] Household [ centers for Disease Control and Prevention [ 1980 - 1929 [ Panel pata
[ tealtn Status [1 over 12 years of age [ Hospital [1 Agency for Heatthcare Research and Qualty  [] 1990 - 1898 [ universe
D fiealtn Risk Benaviors O Age 18 to 65 O Physician ] centers for Medicare and Medicaid Services [ 2000 - 2008 D Surveys
O chidren's Heath [ Aduts age 65+ [ vistDischarge [ international Government Agency [ 2010- 2019 O Administrative Data
O cancer [ ehysicians [ AgencyiFaciity [ national Government Agency Scope [ registries
[ Popuiation Characteristics [ Medicare Population [ Geographic Ares [ Regional Government Agency Select All
[ ntectious Disease [ Houssholds [ state Government Agency [ national
D Global Health |:| Local Government Agency |:| Muttiple States
O cardiovascular Healtn [1 national Agency [ califernia
|:| University |:| San Francisco
|:| Foundation/Philanthropic Organization |:| International

ResetForm

& 29 UCSF, CTSI(Clinical and Translational Science Institute) ZAMIS
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ResetForm
Export Results to Spreadsheet

Bay Area Registries

Dataset Domain Timeframe Scope Population Sample Size Cost

San Francisco Cancer data 1995-0ngaing San Francisco women wha have Since inception, 1.5 million Fee

Mammography undergone mammograms/371,000 women Required

Registry mammaography

California Registries

Dataset Domain Timeframe Scope Population Sample Size Cost

California Cancer Registry Cancer data 1985-2007 California All cancers diagnosed in 2.5 million cases of  Free
San Francisco California (except basal and cancerto date with  from

squamous cell carcinoma of  over 140,000 new Source
the skin and carcinoma in situ cases added

of the cervix) annually
Hational Registries
Dataset Domain Timeframe Scope Population Sample Size Cost
Surveillance Epidemiology Cancer Data 1973-2008 Mational Cancer cases data from population-based Free fram
and End Results (SEER) population data cancer registries covering Source
Public-Use Data cancer regisiries approximately 26 percent...

a2 30 UCSF, CTSI(Clinical and Translational Science Institute) ZiAiZzdn}

@) MOR F7t AFHE X|YWor IR NGELE Y

27t REDE XYY AJ2 FXY X[BO| U AQUO| FUOK| YTt o
Holgt AR VT o AQUO| FuOHX| L FQE
AL KOO AR FQ KR AQUIL MIYUO| TSt o)
Xgel AQUO| UPH WH FYL ¢t XTAY G| HEA, BI|H, A
W, AT, A P 50| XIBY AU FHY A0l YTk WY Xt
2o AQUI MIU| UO[O] FYOPY| SrojE AL OO oY LEo| oy ¢ 2K

ofg WRJ} Yrh4a0)

o
=
=
off
>
Hu
=2
£
&
12
ry
=2
2
o
oo
o
£
0
8
o
>
ric
re
ol
2
2z
rir
-
A
rin
Rl
Hu
rie
et

2 ool ol RO XlUoto] 2AE K20 UiefME FTHL FuOD WX
$O3E 20| WROITLD MUECE ojo| QO ARE AXIOHE AIHo| YU 2
OF FZH AR AQUL HHE OPIY T oY Xt2O| Uy FUMOE ¥S

SOIEZ ofof & HO|CE O[S PIoiME QMHOR oY XZFI Mol K=o Ho 9
MF oo AZOHH EoF K20 Uigt DS, WA, 2oke| 20| WM O|ROfXof gret,
0]F AHRQOIME UXHSEXRO| Uigt ALXIXMADE WrotD Uom, ey XML

UNSEAT J|Y, 1%, 2%, YIS AY FLYLE YD YTk JUOIME o|o)

9
oX

40) 83, oz, AZlE], 2%, X2, AUE, NG, XY, 0I2F, olLtzl, AREl, Ol&.

HMATE S SEMA = XEM Y. S=EHZE AT, 2010
41) Registries for Evaluating Patient Outcomes: A User's Guide. 2nd ed. AHRQ
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oA
AAM Hetots Xt F2 Y=2= 029 Biologic Specimen and Data
Repository Information Coordinating Center(BiolLINCC)?I UH. BiolINCCE 0|2
NIH 4t8f NHULBI®I Division of Blood Disease and Resources(DBDR)2?| #|2F2
5o 2008 oo MYE/ACL43) BiolINCCY] ZSHE= NHUBI Biorepository?t
Data Repository® T2 d°l0P ZX%orH, 159 WY [&¥4S ©YY
web-based user interfaceE 019 AAXIAEAM EHidt= AOIH. BiolINCCE= Xt
2HUZ TR WS XYY Yol MREHO=E offo FR2I|5S A
- 23| 43t YHo| FHHEOZ BiolINCC websites ZHEUstn XY
- 2 2OF AXS2RHY 270 YIY + ULE AE=Ho St MU=z
Xt&(Data based search)E X301 US
- ME §8E UMKt (Biospecimen collection)Z JHLOL7| ¢t
M2 (Application process)2 Sl NHLBI X[ HAXES = UY. ozt
MUAE AA2|Y, Q35 = I|&™ T2EF I, informed consent templates®l

BT/EH DAAYS EYCLE HY

oot XSEA F5 XAM Y 5 B =24 I|20|D UTkaD

rfe r8

BiolLINCCE 37MAT S0l Hish MQIE &8t Ta Xy, Y, AFLLAE, I
ES °

FET MY 4 YOHY 3N, HY

uY
ic]
rir
N
|
w
Y
\Y2
1o
my
rlo
Ji
Ju

Search For:

Common Properties || Material Types | Conditions || Study Type | Period

Select all

Has Study Datasets
Has Specimens
Do Not Include Studies with Commercial Use Restrictions

12 31 BioLINCC advanced study search

42) 835, oz, AdlE], 2%, X2, AUE, NG, XY, 0I2F, olLtel, AREl, Ol&.

o
HMATE St SEMA = XEM Y. S=ZEHARATH, 2010
43) https://biolincc.nhlbi.nin.gov/home/
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A Case Controlled Eticlegic Study of Sarcoidosis (ACCESS)

Alphal-Antitrypsin Deficiency Registry (AADR)
Atherosclerosis Risk in Communities Study (ARIC)
Bogalusa Heart Study (BHS)

Cardiovascular Health Study (CHS)

Cooperative Study of Sickle Cell Disease (CS5CD)

Cord Blood Transplantation Study (COBLT)

Coronary Artery Risk Development in Young Adults (CARDIA)
Framingham Heart Study-Cohort

Framingham Heart Study-Offspring

Framingham Heart Study-Third Generation Cohort (Gen III)

General Serum Repository and General Leukocyte/Plasma Repository
(GSR/GLPR)

Hemochromatosis and Iron Owverload Screening Study (HEIRS)

Hemostatic Factors in the Coronary Artery Risk Development in Young Adults
(CARDIA) Study

Henelulu Heart Program (HHF)

Human Herpes Virus & Special Collection from the General Leukocyte/Plasma
Repository (HHVE/GLPR)

Lipid Research Clinics (LRC) Frevalence Study (FS)

Multicenter Hemophilia Cohort Studies (MHCS-I and MHCS-11)

Multi-Ethnic Study of Atherosclerosis (MESA)
National Longitudinal Mortality Study (NLMS)

MNational Reqistry of Genetically Triggered Thoracic Aortic Aneurysms and
Cardiovascular Conditions (GenTAC)

Natural History Study of Non-4, Non-B Post-Transfusion Hepatitis (NANB-TAH)

MNew Data Analysiz Methods for Actigraphy in Sleep Medicine (MASM)
NHLBI Growth and Health Study (NGHS)

Cardiovascular Health Study (CHS)

Specimens and Study
Datasets

Study Datasets
Study Datasets
Study Datasets
Study Datasets

Specimens and Study
Datasets

Study Datasets
Study Datasets
Study Datasets
Study Datasets
Study Datasets
Specimens
Specimens and Study
Datasets
Specimens
Specimens and Study
Datasets

Specimens

Study Datasets

Specimens and Study
Datasets

Study Datasets
Study Datasets

Specimens and Study
Datasets

Specimens and Study
Datasets

Study Datasets

Specimens and Study
Datasets

7=|J‘l|.

O3 32 BioLINCC daiz

Open BioLINCC Study

Open BioLINCC Study
Open BioLINCC Study
Open BioLINCC Study
Open BioLINCC Study
Open BioLINCC Study

Open BioLINCC Study
Open BioLINCC Study
Open BioLINCC Study
Open BiolLINCC Study
Open BioLINCC Study
Open BioLINCC Study

Open BioLINCC Study

Proprietary Study

Open BioLINCC Study

Open BioLINCC Study

Open BioLINCC Study
Open BioLINCC Study

Open BioLINCC Study
Open BiolLINCC Study

Other Available Resource

Open BioLINCC Study

Open BioLINCC Study
Open BioLINCC Study

Resources Available

Website: http://www.chs-nhlbi.org/ B

Clinical Trials URL: http://clinicaltrials.gov/ct2/show...
Study Type: Epidemioclogy Study

Prepared on October 13, 2008

Last Updated on May 1, 2009

Study Dates: 1385-1539

Consent: Unrestricted Consent

Commercial Use Restrictions: No

NHLEI Division: DCVS

Study Datasets Only

Study Documents

|4 Data Dictionary (PDF -
5.3 MB)

Manual of Operations
(HTML )

Other Documents (HTML )

Collection Type: Open BioLINCC Study - See bottom of this webpage for

request information

Persons using assistive

technology may not be able to

12 33 BioLINCC Z440ilAf CHS(GIAI)

o] ¥ Cardiovascular Health Study(CHS) XI2E2 92 AMEMH Xjg9
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DictionaryE ME3I9 2t AAXISO| 2ASH BT HIF USXE AP U
= A X (™ 33). 8T AgIt BAvt F@ AAXSZ BiolINCC HACIE
M Y &+ A, Xtz o Hith H271 HMME T ACIES SELYZ dfoF ot
H BiolINCCY $922 HET FQ NHWBIZI #H3 Xfg U QAUX|X}U(Biospecimens)
o THeH R’E?° g o+ A G 2 orysr gisky R ojotaAgel MEFAY
(Biostatistics) W&2Z 9% 27H2 Teaching datasetE X531 UH. dSfye FH
(LongitudinaD2 & <sto] =M U= 2 Framingham heart studyZ ©|43tq 2|
ey ol 2ody XA UYES TSl UM E  SIHE  Digitalis
Investigation GroupE ©l&3I JNYE Nz ol WHAMHEA xFYS AE X=EE=
19979 NeJMO| Y2 Aotz N g SO Xz,

EQH BiolLINCC websitee XIEE HM % %715 & oY= &X ALXS0| M=
Xtz QAUMIXIES HEY = U= 157X EZYStd UG,
FUHAME FYEAAFYUS FHU2Z I[N ARHE XS 29 X5 F
U INIESZ FE0%= X2 WM E §M BLRYCl =7t HOiH Tk UZFHA|
EAAMA(KoGES)Ol 1 9Pt € =+ ALh, ®M= HetHQl HHoE Xedd oY
o8 Ao EEOE AKX R MEE %L UCWH Ol TA Ao H HO|G}
E3t BioUINCCO W &8 datasetd} Z°| KoGESOIME 3T Dataset2 §Mote AL
2ot AN Ol MLE =Pt XA RREH FHO X=2E UHe= YA AYy
EoZ A= o EHn.

Ho

82 w2
Im o g

=

FINYCE FZY XS PO HO| WHUAHH YI|MOBE WAYe(RT|H,
HofelAt 512 FMOE A XEUO| WY WIY FUINK AXMOF wtjy T
n o

T UG, oM XISPX] o|FoX HWaNRALE HES ZH 4N ARI|1UY Nt
AP THEE FHE N €89 H[FO 2 ACE YHY, T HuaRAIE
9017 AME O BRI i HEUs 2

4422 X A3

2 AN HEY Zi} HEAINATLE o FZE IY XFUL UUCH I|E9|

ZE XYL BMMO[ HUE HWOPI| Yo AR o= AT YD HLRO| A
71MQl MY I QML IOl HIMY Lo Q= XIBO HEZ X
UL} WEA EfYE £ HDBIMALE QoM WXL AE, FX, ZIfo| T3 et
AMEHo| Ofjot YHI} WQSID O|F YSHME XIZ Ut ML YIEA| LRBITE

M) XY AA JKsAE Bt
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AZA| APls YUHOT FUSEHDIL
AL AL} T4 By
2 ZFHOME WOIOIM XIS OIFH BA U YHUR| THOIY MAtA

ANNYEE YW FOoI JAYELY YLIZW 984 Fo 2| MM F
§o| WROICEAD JHAIYEEOLS YoM ANFEY §
842 Iuizrerr| oM JHoIYEEtS WY B Ao x
ofo) FIPMOZ FYHE AOMUOF Pt JHUFHLOLS Qe W Aoy BE I

MERR, AL 4ol XA=AAY TR Uit THUE ¥E%hE Ao FAY = U

:Io

o

-

Ideal Situation
Complete (i.e., Perfect Information &
Protection Perfect Protection}\

g (Unfortunately,
= not achievable
8 due to fundamental
g mathematical
E TradE-Off between constraints}
‘; Protection and Information
| .
-
[7)]
o
Q
0
NoD
PYotection: No , Information Optimal Precision,
Information Lack of Bias
O 34 HOIYEEOM UAMELEN7I0|l
g AAA gxfel FRUSEWHIE oY & UX|U P, HHYY 48 T2 9|

ot HEX AH(Probabilistic linkage)E A¥Y +& U, IP¢ F2 IQUA MR}
TN Ther K oIt IhSOtE #XtY JHAMEYHE HUDHX| = AOIH. K=
olgepoto] Huotl PYtE E 4+ Us YHE YER QMU HUSHOF otty, FEXL
=
=2

BE 2¥ots 150N SSXEI YATE AFol DYMERTE MEN RoIEE BXE

44) Daniel C. Barth-dones. Balancing Privacy Protection with Scientific Accuracy: Challenges

for De-identification Practice and Public Policy. 2010
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OFSoF of1, XtEXH A o] MEXE RE M2 X&o| FIIts AMAHES G017
A3t HEXIE(Crosswalk file)?f BR23H.45)

g Il XNEE AOIHE FLoAes 4 MR GE AX AwY Y UL, Y
=M, A82ts 217 9 1ECl G282 °o|F uHIof o, XY it Y
WY RN [XYYO| 227150 XpH HHE D2ONOF AT RE FH9IIUO| K=
Yo AUYSIHOF oI, U Fo= UL HRTA [l XY X0 I
APSEX|] ROI=E ALAYS FOIOF UL 2K XfrY ARG A KUY 2

Alofa H|

T 8

=
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=

o

1o
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Lo
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=19
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HE SEARY ArGHS FUWO| OfH 2t I AU HE MY,
T UHAMYS FHYSO{OF ot 46)

5871 APHLEDO| At HE, HOZCHAEHS WY AB)E
HE A AMHA Il HI XX J|ES MM Gt
7) Ol QYHAHMBME IHAPE MHTAE J[&XH HI XX IJO|ESS HA|
o o7l HABE AEFI(EE ST IIDE HRXXE YT AEAL
drY, HYYY =7

RFID), Hi°|L, JHAGHYE S 2 MulAo Ojgr HuI|ZFZ M5l HAStD U
Cr.48) & S° +HUTBACIME FUSSHRY Yoy E= UNSEHE T, N
HEACIME HAPETY HF2 X % YE/I 2 M, DB HY, o I
o=, HEAD, XEUH H2SH, T2 IEAH N
o AU

XY Feol M XprMES 580t UAY. HEXQA o
BEET HAAHUYY HAE HH FE, FAME ¥ 4+ Y ¥

—
X SXg ot FLEM SN
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[
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59 H39I|ZF1 MmAlY(Radio-frequency identification,
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=
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123
(2] mlm
=
Ry
rir
*g

x =
2 NuY 4 gt YHE HBO: 3

45) 85, ot Ad%lE], 2%, X2, FUE, MG, XY, 0I2F, ojuizl, ARal, ol
SUSFRE et SEAA 7= XENM L. S=EEH2sSTH, 2010

46) HES, o[, HTIE], 2T, FXI2, FLG, NG, LY, 0I2F, oL, dRal, ol&.
SOAFE et SEAA 7= XEM L. st=EH=ATH, 2010

47) 21714, HISH, oliF, HTIS|, 2T, FXI2, T8, MY, Ty, 0I2=, O|Lzl, ol&.
ZANE S fle BAlz XG2S MR S e=mEezAHTE. 2010

48) 7|eX ESEX| Jf0|=atel - JIFE Ma|TAE. HFRUTE. 2009
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H 29 IR QMBS0 25t HE (10X)

M10R(MEIZEL] 0|8 H ME2l Mo @ ER7|17el A2 OfE HE [t ER7|2 WE E= &
F71& 2o Xtofl chstd ol&stA| stHLt Ig—éfE ARE HMelotns Yol MIEEIIYS| HR=x
Qo] ExoZ XHa|MEE 0|25A shHLE A ot =k, (JiA 2007.5.17)

O_I:I
ob
_9_
ﬁl:

QBRI 2 HRIH| w2t X2YEE 085 stAL MSsts ZR0l= G| 2
E|A5te| P2 1 0|8 E= MESS HMgrstofof sttt (A4 2007.5.17)

kO
ot

QER7IH2 F2 Mg #80 =7stn thg 2 59| ol stHof siEsks dR0l= &l 71

2oto] BR=Xee] SXoz XM2HEES 0185 oL MESY 4 UCL Ciet ChF 2F 32| of
L stoll sidsks 40l HEFA E= M3t H2[et o|2s RS ey f27F ATk

OI¥L|= moll= 12{5kK| ofL|atct.  (ZHE 1999.1.29, 2007.5.17)
1. BEFHQ| S2l7t UL BEFHA M3st= 8¢
2. ME|HEE HERSH Qo] SXMoZ 0|85t stHLE MEstK| OtLstH CHE HENA Mol= Axt
7

& 135 =
= ER2AM M20Z0 ME S3713 MAUYEES M2 M8 1Y &

3. 9 JIEt BHEPO| 0[S Ustol ARHE £ AT MB3e Z2

Ho

4. SARY H ST 59 SRS fIF =AM EYMAUS AMEY & Qe YHZ MSske 8%

5. EFA E= O HHHZIQI0 AMEAE & & Si= HEfo] JAL FAEH S22 SUE & +
= BREM FEFXQI] XtofAH olE5HA Z =
Lk elgel= 39

6. HE| ARt 349 H7| A RXlof 28t 42

7. HEe| MEuEFrUE Flot

iz]
kO
rol

N

8. &AMl (2007.5.17)

GER7|1He H2 M3Y M2& UX| M7l 7ol st M2HES HEFA2Q] XtollA| 0185
StHLE MEsts Wol= XM2IYEE e Xjof tiote] ALZ=SH AR/ 7|Et Zest Ao chst
0 MgtE StAU XM2|ZEe ATGHEE 2lot TRt ZXIE FTot=E 2F50{0F 5iH, 0[2
g R¥s 2 FE+ZEXs M2FEQ oy EEE 9@ ZXIE FStor gt O

-?— —_
2007.5.17)

OERIHLZHE XH2|YEE HSE2 A= ER71HQ 32| glo] galil XM2lYEE MBXtolA 0185t
A St MEst A= ot Eot (K 2007.5.17)

@Esyzel He Mg M25 UK M55 U X730 met Beex oo 2Xoz 0|83 siLt
RIBsls 220l 1 012 EE RIBY BN 2-2H Y Hel S0 Holo) LS AHS YLFH

7t EA Bfelgt 4~ U=E HE E= 2HW SH0|X| SOl AIRSI0F BTt (FHE 2007.5.17)

(@) Xt Xt 2o AA| A NHAG

WY PHE XBYUQY M| HH TUIUOR Teor AT WET} O A7
of S E& HOB UERFTI T Uy A0 FQ QMEMOR BN gt X

ofo| ol Aol QT WA FUV UPOCR X THIIT A KB AHOA
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¥ 30 Legal Planning Questions

Domain Questions

* Research?

+ Public health?

* Quality improvement?

Purpose for data linkage * Required for post marketing safety studies?

+ Determining effectiveness of a product or service?

+ Other purpose?

« Combination of purposes?

+ Collected by law?

+ For treatment, payment, or health care operations?

» With documented consent from each individual to
research participation and authorization for research use
of protected health information?

+ With an IRB alteration or waiver of consent and
authorization?

+ With permission of health care provider or plan?

» With contractual conditions or limitations on future use or
disclosure(release)?

+ What are the reasonable expectations, held by the
original data sources and the data custodians, of privacy
or confidentiality for future uses of the data?

+ Is sensitive information involved (e.g., about children,

+ infectious disease, mental health conditions)?

« Do the data contain direct identifiers? Indirect identifiers?

+ Is protected health information (PHI) involved?

+ Is a limited dataset (LDS), and thus a data use agreement
(DUA), involved?

Data + Are the data de-identified in accordance with the HIPAA
Privacy Rule?

+ Do the data contain a code to identifiers?

« Who holds the key to the code?

« Is a neutral third party (an honest broker) involved?

* Does the code to identifiers conform to the
re-identification standard in the HIPAA Privacy Rule?

Conditions under which
data(plus or minus
biospecimens) were
originally collected

49) Registries for Evaluating Patient Outcomes: A User's Guide. 2nd ed. AHRQ
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Domain

Questions

Is re-identification needed prior to performing the data
linkage?

After the data linkage, will the risk increase that the data
may be identifiable?

What is the minimally acceptable cell size to avoid
identifying individuals?

The person or institution
holding the data for the
linkage

Is this person or institution a covered entity under the
HIPAA Privacy Rule or the American Recovery and
Reinvestment Act of 20097

Not a covered entity?

The person or institution
performing data linkage

Is this person or institution a covered entity under the
HIPAA Privacy Rule or the American Recovery and
Reinvestment Act of 20097

Not a covered entity?

Other laws or policies
that may apply to data
use or disclosure(release)

Are governmental data involved?
Are NIH data sharing policies involved?
Does State law apply? Which State?

The terms and conditions
that apply to data
disclosure (release) and
use under any agreement
with the original source
of the data

For individuals as the data source, do the consent and
authorization documents contain limitations on data
use—unless the data have been sufficiently de-identified?
For data custodians as the data source, is there a data
use agreement or other contract that applies to data use
by any subsequent holder of the data?

Anticipated needs for
data validation and
verification

Initially for the data linkage processes?
In the future?

Future needs for privacy
protection of the data
source or maintenance of
data confidentiality

What will happen to data resulting from the linkage once
the analyses have been completed? How will the data be
stored?

Anticipated future uses of
the linked data

Will the data resulting from the linkage be maintained for
multiple analyses? For the same or different purposes?
Will the data resulting from the linkage be used for other
linkages?

What permissions are necessary for, or restrictions apply
to, planned future uses of the data?

Are there currently requirements for tracking uses and
disclosures of the data?

¥ 31 Technical Planning Questions

+ Who is performing the linkage? Are the individuals performing the linkage permitted
access to identifiers or restricted sets of identifiers? Are they neutral agents (“honest
brokers”) or the source of one of the datasets to be linked?

+ How easy will it be to know whether a given person is in the registry? Are censuses

riskier than surveys?

+ Is there a common feature or pseudonym (sets of attributes in both databases that
are unigue to individuals but do not lead to re-identification) available across the

datasets being linked?
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+ Is the registry a flat file or a relational database? The latter is more difficult to
manage unless a primary key is applied.

+ Is the registry relatively static or dynamic? The latter is harder to manage if data are
being added over time, because the risk of identification increases.

+ How many attributes are in the registry? The more attributes, the harder it will be to
manage the risk of identification associated with the registry.

* How will conflicting values of attributes that are common to both databases be

MNION

3 Jouc

resolved? Comparable attributes (e.g., weight) should be converted to the same units ,;’
of measurement in datasets that will be linked. 3
* Does the registry contain information that makes the risk identification intrinsic to the %
registry? Direct identifiers such as names and Social Security Numbers are fj
problematic, as is fine-scale geography. ‘:1
+ Is there a sound data dictionary? e
« How many external databases will be linked to the registry data? How readily E;“

available and costly is each external database?
+ How will records that appear in only one database be managed?
+ How will the accuracy of the linked dataset relate to the accuracy of its components?

The accuracy is only as good as that of the least accurate component.
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Post Marketing Surveillance ZSZ(0{lA|)

Piant =T 3 37 [ Al A SR HlmSxY &R o g4
AfErR!
Study Investigating Administration 600 | 2004.7 | Pfizer &M | Case-Only | Prevenar NA Pneumococcal 62-9A| Both
of Prevenar for Post-Marketing (Wyeth) Infections
Surveillance
A Drug Use Investigation of ENBREL 487 | 20045 | Pfizer &M | Case-Only | Etanercept NA Rheumatoid Arthritis 4M| Ot Both
for Post-marketing Surveillance
(PMS) for RA and PsA
Study Investigating Enbrel Treatment 526 | 2005.6 | Pfizer &M | Case-Only | Etanercept NA Ankylosing 18M| O | Both
for Ankylosing Spondylitis (Wyeth) Spondylitis
Efficacy and Safety of Aripiprazole 3,000 | 20044 | Korea HSHH | Ecologic Aripiprazole NA Bipolar Disorder 18-80A| Both
Otsuka or Schizophrenia
Pharmaceuti Community
cal Co.,Ltd.
Efficacy and Safety of Cilostazol for 650 | 2003, Korea Hekx | Cohort Cilostazol NA Cerebral Infarction 18-80A| Both
the Indication of CSPS 12 Otsuka
Pharmaceuti
cal Co.Ltd.
Use of Nebidol to Assess 1,493 | 2006. Bayer H&X | Cohort Testosterone NA Hypogonadism Male | 18A| 0|4 | Male
Tolerability and Treatment Outcomes 10 Undecanoate
in Daily Clinical Practice IPASS (Nebido,
Nebido BAY86-5037)
Study Investigating Rapamune For 600 | 20118 | Pfizer Cohort Sirolimus NA Kidney 13M| OJAF | Both
Post-Marketing Surveillance Transplantation
Post Marketing Surveillance To 11 | 2007.8 | Pfizer Cohort BeneFIX NA Hemophilia B NA Both
Observe Safety And Efficacy Of (coagulation
BeneFIX In Patients With Hemophilia factor IX
B (recombinant))
A Post-marketing Safety Study of 349 | 2007.7 | GlaxoSmithK Cohort Poliomyelitis NA Poliomyelitis 270E-6M| | Both
GSK Bio IPV Vaccine (PoliorixTM) in line vaccine
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Korean Children (inactivated)
-PoliorixT™

Simvastatin Reduces Adiponectin - | 2004.1 | Gachon s | Case Simvastatin NA Hypercholesterolemia | 25-75A Both
Levels and Insulin Sensitivity University Control

Gil Medical

Center
Safety and Efficacy of Mobic Inj. 600 - | Boehringer MicardisPlus NA Arthritis, Rheumatoid | 15M| 014 | Both
(Meloxicam) for the Patients With Ingelheim Osteoarthritis
OA or RA: Observational Study Pharmaceuti

cals
Tiotropium 18ug Inhalation Capsule 3,021 | 2005.7 | Boehringer | HSHH Tiotropium NA Pulmonary Disease, 40M| O | Both
Using a Handihalerl Among Korean Ingelheim Chronic Obstructive
COPD Patients Pharmaceuti

cals
Telmisartan+HCTZ 6,901 | 20039 | Boehringer | S MicardisPlus NA Hypertension 184 OJAF | Both
(Hydrochlorothiazide), Hypertension Ingelheim

Pharmaceuti

cals
Temodal (Temozolomide) Post 682 | 20089 | Schering-Pl | M&f& | Cohort Temozolomide Radioth | Astrocytoma NA Both
Marketing Surveillance Protocol ough + Radiation: erapy Glioblastoma Glioma
(Study P05557AM?) Radiotherapy
Post Marketing Surveillance of 938 | 20076 | Janssen HsF | Cohort Infliximab NA Ankylosing NA Both
Remicade Korea, Lid., Spondylitis Crohn's

Korea Disease
Observation Study of Remicade 1,055 | 20075 | Janssen HSHH | Ecologic Infliximab Arthritis, Rheumatoid | NA Both
(Infliximab) Injection Korea, Ltd., or Spondylitis,

Korea Community Ankylosing
Faslodex Post Marketing Surveillance 600 | 2009.2 | AstraZenec | TG NA NA Breast Cancer NA F

a
PMS Study Ultravist-IMAGE, 2008.3 | Bayer H&X | Cohort Ultravist NA Diagnostic  Imaging NA Both
loproMide (UltrAvist) to Gain Further 44,920 (lopromide,
Information on Tolerability and BAY86-4877)
Safety in X-ray Examination IMAGE
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An Observational Study to 1,095 | 20052 | Boehringer | & Telmisartan/temi | NA Hypertension 18-80A| Both
Investigate the Efficacy, Safety, Ingelheim sartan + HCTZ
Tolerability and the Effect on Quality Pharmaceuti (Hydrochlorothia
of Life of Telmisartan (Micardis) and cals zide)
Telmisartan With HCTZ (Micardis
Plus) in Patients With Hypertension
Yasmin Post Marketing Surveillance 900 | 2008.3 | Bayer &M | Cohort EE30/DRSP NA Contraception 18M OJ& | F
(Yasmin,
BAY86-5131)
Primovist Regulatory Post Marketing 4,361 | 2007. Bayer H&x | Cohort Gadoxetic acid | NA Liver NA Both
Surveillance (PMS) 10 disodium
(Primovist,
BAY86-4873)
Regulatory Tykerb PMS 3,000 | 2010.1 | GSK SIS Tykerb NA Breast Cancer NA Both
Regulatory Post Marketing 770 | 2009.7 | Bayer MM | Cohort EE20/DRSP (YAZ, | NA Acne Contraception | 18-50A F
Surveillance Study on YAZ BAY86-5300) Premenstrual
Syndrome
Regulatory Avamys PMS 3,000 | 20105 | GSK Nz Fluticasone NA Rhinitis, Allergic, 2K OfA Both
furoate group Perennial and
Seasonal
AVODARTD Alopecia Post-marketing 900 | 20104 | GSK PSEILS Dutasteride NA Alopecia 18-41A| M
Surveillance (PMS) AVODARTOPMS
Bortezomib (Velcade) - Regulatory 1,121 | 20066 | Janssen Sk | Case-Only | Bortezomib NA Multiple Myeloma 18M| 014 | Both
Post Marketing Surveillance(PMS) Korea, Ltd.,
Korea
Regulatory Post Marketing 3,000 | 2009. Bayer HsHH | Cohort Sorafenib NA Carcinoma, NA Both
Surveillance Study on Nexavarl 10 (Nexavar, Hepatocellular
BAY43-9006) Carcinoma, Renal
Cell
Xarelto Regulatory Post-Marketing 4,000 | 2009. Bayer s | Cohort Rivaroxaban Pharma | Venous 184 OlAF | Both
Surveillance 12 (Xarelto, cologic | Thromboembolism
BAY59-7939) agents
(eg.
LMWH/
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Regulatory Hycamtin(Oral) PMS 780 | 2010. GSK PNEIES Topotecan NA Lung Cancer, Small 18M| OJAF | Both
Hycamtin 1 Cell
Angelig Regulatory Post Marketing 4500 | 20076 | Bayer HsFH | Cohort E2/DRSP NA Osteoporosis, NA F
Surveillance (Angelig, Postmenopausal
BAY86-4891) Period
Study Evaluating The Safety And 3,000 | 20105 | Pfizer HsFH | Case-Only | Tigecycline NA Community-Acquired | 18AM| 0|4 | Both
Effectiveness In Subjects With Pneumonia
Tigecycline Treatment Complicated
Intra-abdominal
Infection Complicated
Skin and Skin
Structure Infection
Prospective, Post Marketing 300 | 2009.3 | Merck HsHH | Case-Only | Cetuximab NA Head and Neck NA Both
Surveillance Study On Erbituxd KGaA Cancer
(Cetuximab) in Patients With Locally
Advanced or Recurrent and/or
Metastatic Squamous Cell Cancer
of the Head and Neck in Korea
A Post-marketing Surveillance Study 600 | 2009.3 | Merck HsFH | Case-Only | Cetuximab NA Neoplasms, NA Both
on Erbitux in Combination With KGaA Squamous Cell
Platinum-based Chemotherapy in
Metastatic/Recurrent Squamous Cell
Cancer of the Head and Neck
Regulatory Nebilet PMS 743 | 2009. GSK NEIES Nebivolol NA Heart Failure NA Both
10 Hypertension
A Korean Post-marketing 600 | 2009.3 | Merck MSFX | Case-Only | Erbitux NA Colorectal NA Both
Surveillance Study on Erbituxd in KGaA (Cetuximab) Neoplasms
Patients With Metastatic Colorectal
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Cancer Refractory to
Irinotecan-containing Treatment
Surveillance of Humira Injection in 1,688 | 20074 | Abbott HMsHH | Case-Only | Adalimumab NA Ankylosing 19M| 014 | Both
Korean Patients (Humira) Spondylitis Crohn's
Disease Psoriasis
Psoriatic Arthritis
Rheumatoid  Arthritis
Surveillance of Kaletra in Korean 660 | 2009. Abbott HSHX | Case-Only | Lopinavir/Ritona | NA HIV-1 Infection 19M| 0|+ | Both
Patients 10 vir (Kaletra)
Post Marketing Surveillance of 2,501 | 2008. Ferring S | Case-Only | NA NA Infertility 18M O|& | F
MENOPUR 12 Pharmaceuti
cals
ZIAGEND Post-marketing Surveillance 780 | 2010. Viiv IS ZIAGEND NA Infection, Human NA Both
1 Healthcare Immunodeficiency
Virus
A Post-marketing Study to Monitor 750 | 2010. Novartis HSHH | Ecologic Novartis NA Influenza (Seasonal) 65M| OJA | Both
the Safety of a MF59-adjuvanted 10 Vaccines or MF59-adjuvante
Influenza Vaccine Administered in Community | d influenza
Korean Subjects Aged 65 Years or subunit vaccine
Older Biological:
Sandoz Korea
MF59-adjuvante
d influenza
subunit vaccine
A Regulatory Requirement 900 | 2010. Boehringer | & Twynsta tablet NA Hypertension 19M| 014 | Both
Post-Marketing Surveillance Study to 12 Ingelheim
Monitor the Safety and Efficacy of Pharmaceuti
Twynsta (Telmisartan + Amlodipine cals
SPC, q.d.) in Korean Hypertensive
Patients Requiring Combination
Therapy
Post Marketing Surveillance of 600 | 2010. GSK HsHH | Cohort Synflorix™ Data | NA Pneumococcal =237 Both
Synflorix Vaccine Safety Among 12 collection Diseases =
Infants in Korea
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BONVIVA(Ibandronate) Injection 750 | 2007. GSK s | Cohort Ibandronate NA Osteoporosis NA F
PMS(Post-marketing Surveillance) 11
BONINJPMS
BONVIVA(Ibandronate) 750 | 20076 | GSK HekX | Cohort Ibandronate NA Osteoporosis NA F
PMS(Post-marketing Surveillance)
BONPMS
Kogenate FS Regulatory 70 | 20116 | Bayer EIES] Recombinant NA Hemophilia A NA Both
Post-Marketing Surveillance Factor VIII
KG0910KR (Kogenate FS,
BAY14-2222)
A Post Marketing Observational 3,600 | 20119 | Merck & | Cohort corifollitropin NA Infertility, Female NA F
Study of the Safety and Efficacy of alfa
Elonva (Corifollitropin Alfa) in
General Practice (P08165)
Betaferond Regulatory 600 | 20084 | Bayer HsHH | Cohort Interferon NA Clinically Isolated 12M] 0JAF | Both
Post-Marketing Surveillance beta-1b System (CIS) Multiple
(Betaseron, Sclerosis (MS)
BAY86-5046)
A Korean Post-Marketing 600 | 2011.8 | Merck HSk& | Cohort NA NA Infertility NA F
Surveillance Study On Pergoverisi KGaA
(Follitropin Alfa + Lutropin Alfa)
Safety and Efficacy of Posaconazole 3,000 | 20122 | Merck &k | Cohort Posaconazole NA Fungal Infections NA Both
Oral Suspension in Usual Practice oral suspension
in Korea (P08547) 40 mg/mL
Korean Post-marketing Surveillance 600 | 20122 | BMS TS | Case-Only | No Intervention | NA HIV-1 NA Both
for Reyatazll
Korean Post-marketing Surveillance 600 | 2011, BMS &M | Case-Only | NA NA Leukemia, NA Both
for Sprycell 12 Myelomonocytic,
Chronic
Leukemia-Lymphoma
Surveillance Study of NovoRapidl 1,239 | 2005.1 | Novo Hs& | Cohort Insulin aspart NA Diabetes Mellitus, NA Both
for New Drug Re-examination Nordisk Type 1 Diabetes
Mellitus, Type 2
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Observational Study of NovoNormQ 5841 | 2001.8 | Novo HMsH | Cohort Repaglinide NA Diabetes Mellitus, NA Both
in Subjects With Diabetes Nordisk Type 2
Prospective Observational Cohort 100 | 20122 | Yonsei s | Cohort NA NA Chronic Hepatitis B 20-75 Both
Study for the Durability of Anti-viral University
Therapy in Patients With Chronic
Hepatitis B
Post Marketing Surveillance Study of 5,346 | 20049 | Novo Hekx | Cohort Biphasic insulin | NA Diabetes Mellitus, NA Both
Biphasic Insulin Aspart 30 Nordisk aspart 30 Type 1 Diabetes
Mellitus, Type 2

Surveillance of Synagis in Korean 600 | 2012.1 | Abbott S | Case-Only | NA NA Respiratory Syncytial | 24A| 0I5t | Both
Infants Virus Infection
Post-marketing Surveillance to 600 | 20125 | GSK Hs& | Cohort Infanrix-1IPV NA Diphtheria Pertussis 2742-6M| | Both
Assess the Safety of Infanrix-IPV data collection Poliomyelitis Tetanus
Vaccine Among Infants and Children
in Korea
Korean Post-marketing Surveillance 3900 | 20124 | BMS M5 | Case-Only | No Intervention | NA Diabetes Mellitus, 18M| 014 | Both
for Onglyzal (subjects were Type 2

previously

treated with

Onglyzal)
Korean Post-marketing Surveillance 600 | 2012.7 | BMS TS | Case-Only | NA NA Rheumatoid Arthritis NA Both
for Orenciall
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