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. Executive Summary

The present study was attempted to develop researcher friendly
establishment guidelines for patient registries for the performance of
successful outcome researches and to draw out issuing points for the
future successful outcome researches through the case analyses of
the currently establishing and operating patients registries, and its
detailed purposes could be listed as in below.

Firstly, the development and distribution of researcher friendly
guidelines are accomplished for the planning, performing and
evaluating outcome researches though creating patient registries.

Secondly, issuing points for the successful performances of outcome
researches are drawn out through the case analyses of the currently

operating exemplary registries.

Thirdly, the protocol for data collection, analysis and report in
outcome researches is provided, and which will contribute to enhance
the quality of the outcome researches by its use in the patient
registries.

Fourthly, the legal and ethical problems that should be considered
in the outcome researches of using the patient registries are
understood and managing tasks are drawn out.

Fifthly, it contributes the activation of outcome researches through

creating the patient registries in clinical research centers.

In the development of guideline for outcome researches, previous
research manuals, guidelines and handbooks for outcome researches
were surveyed and analyzed to decide contents of a guideline. Among
them, the present study established a guideline by complementing
the data gathered from the previous literatures and Korean
circumstances, and based on the 2nd edition of the 'Registries for

Evaluating Patient Outcomes: A User’s Guide' that was provided by
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AHRQ of US.

The guideline holds total 11 chapters of the following 6 chapters
regard on creating the patient registries, including the Chapter 1.
Patient outcomes and patient registries; Chapter 2. Considerations in
creating patient registries; Chapter 3. Registry design; Chapter 4. Use
of registries in Product Safety Assessment; Chapter 5. Data sources
for registries; Chapter 6. Principles of Registry Ethics, Data
Ownership, with the following 4 chapters regard on the Operation of
registries of the Chapter 7. Recruiting and Retaining Participants in
the Registry; Chapter 8. Data collection and Quality Assessment;
Chapter 9. Adverse Event Detection, Processing and Reporting;
Chapter 10. Analysis and Interpretation of Registry Data., and
Chapter 11. regards on the Assessing Quality of Registries.

For the successful outcome researches, the currently creating and
operating registries were analyzed to draw out issuing points. The
following 3 patient registries within the nation were analyzed by
including the registry studies regard on the current status of Korean
patients having acute myocardial infarction (Korea Working Group on
Myocardial Infarction, KorMI), Pediatric brain tumor Registry, and
Korean Breast Cancer Registry, and the 9 patient registries in clinical
centers (IRIS-DES Registry, COREA, KOLD, ANOLD, Type II diabetes
patient cohort, CREDOS, CRCS, Multi-centered forward-looking cohort
for end-stage renal failure patients, KORONA) were included along
with the following 6 patient registries outside of the nation
(Surveillance Epidemiology and End Results, Alzheimer's Disease
Registry, European Liver Transplant Registry, National Cardiovascular
Data Registry, National Diabetes Registry, The National Oncologic PET
Registry). Based on the analyses results, the following issuing points
for reviewing the necessity of establishing patient registries, advanced
discussion for data ownership, preparation of promotion tactics for

data utilization, and preparation of multi-field cooperative educational
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program were collected. In the patient registry creation, the

considerations for the above listed issuing points should be managed.

The guideline that was developed by the present study is expected
to take stepwise guiding roles for the researchers who perform
systematic outcome researches by using patient registries. But since
the present guideline is pointed out to be complemented by the
absence of field-based case provision, additional efforts seem
necessary for that matter in the future edition of the publication.

In addition, for the outcome researches to be used to produce
evidences to support the decision-making of medical policy deciding
steps, the preparation of coping tactics to handle the legal limitations

for the use of private data in producing evidences is necessary.
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1) Brooke EM. The current and future use of registers in health information systems. Geneva:
World Health Organization; 1974. Publication No. 8.
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2.1. 4HASE AT AXFENA A= XENM N

FoATE A XIHM IR U XIHM Uigo HYUE BHOII A 7I1EQ F
adE A9 WRY, XHM, WES TS HMOtD BAOIACL. HEH JIE AT
A3 Y Xge 03 (AHRQ)Q 'Registries for Evaluating Patient
Outcomes: A User’'s Guide' 2%t TOJA|0t9] Clinical Research Cenetre
Zho|X], =9 ‘Disease registers in England’, ¢&9 X|AYUXFE et It
o|lE&el FoIH.

o] ¥ & d+E& =Y AHRQOIM WPt 'Registries for Evaluating Patient
Outcomes: A User’s Guide' 22 ?|XE 9% J|E UL =™ Hgo| Uisto
HASIAG.  AFAE| ¥M  AHRQY ETYp [Xp ALAgareibgrol MMQXp
(associate director for publishing and electronic dissemination of
AHRQ)2H Hstq =WE AZol Uigh AP SQUS YUSOIAN, FEPH MO Senior

o

Editorset #2|5fo] ArH

Ql

A2 SO

ol XXM

2.1.1. U3 AHRQY #UX5E A oF X|H

AHRQAME #XITE HRE A% X™M “Registries for Evaluating Patient
Outcomes: A User's Guide”& 20079k version 19 ©°|9f 20104%=°
version 2§ YAUSIAL. AHRQY &UXFETARLE Y XHMs= AXFEALY JlY,
1%, 9, BIIE At =9 FYEHE G USH AHRQY HWACIE3)M ©|§ IH5dt
Cf, 2 AN E “Registries for Evaluating Patient Outcomes: A User’s
Guide” HYe ARMUX, WHYMAXIQI Drs. Richard Gliklich and Nancy
DreyeroI?l 2% d=t2 F® AHRQY XIHME ¢AUIOE E AXFEAF XYM gt
ot Ao it FYE YUSHAYCWH, 2nd edition®M FIEIUH 'product
safety assessment', 'Interfacing Registreis and EHRs', 'Linking registry
data'Sol HisiMEe A=Y HPS PO IHoIM & FU FEE 2HE UE2S

Xpgorgic.

3) Gliklich R. E., Dreyer N. A. Registries for Evaluating Patient Outcomes: A User's Guide:
AHRQ, 2009
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AHRQ’s “Registries for Evaluating Patient Outcomes:
A User’s Guide”

"Registries for Evaluating Patient Outcomes: A User's Guide" published by the Agency for
Healthcare Reszarch and Quality (AHRQ) is a landmark federal publication providing key
information on developing; operating and evaluating patient registries. The handbook:
provides tacls intended to help evaluate the quality of 2 patient reqistry. The handboak 1=
electronically available at AHRQ's website www.ahrg.hhs.qov.

Outcome led the development of the handbook. Outcome's Drs, Richard Gliklich and Naney
Dreyer served as the project’s principal investigators and senior editors. The work was
performed under cantract to Qutcome through its role as an AHRDQ DECIDE Research
Center, a.component of AHRQ's Effective Health Care intiative.

Read the

2nd Edition Published

The second adition of the User’s Guide, which reflects the work of more than &0
contributors from government, academic and private sectors, includes;

n New methodological developments

® Emerging topics in registry science, including updates on safety
n Technological advances

» Operational examples and case studies from around the world

Updates to the original 11 chapters from the 2007 version of the handbaok are included,
as well as four new sections:

n Use of Registries in Product Safety Assessment
= Planning for the End of a Patient Registry

TECHNOLOGIES

Press Release

Development Published by
AHRG

"This new reference will be a
tremendaus resource to
researchers, patient groups,
health insurers, .
pharmaceutical companies
and others who are eager to
investigate which treatments
work best...databases that
depict outcomes in patient
populations over time carry
great potential for advancing
the guality, safety and
effectiveness of health
care.”

Second Edition of
AHRQ Handbook to
be published in 2010
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Home w Fessarch Lint m Patient Registry

what is & patlent reglatry?

Invesfigator Initiated Clinical

Triaks

A patlent regisiry & an crganized system that uses observational study methods o coiect uniform data (clinical and
oiners) o evaiuate specifted outcomes for & population oefined by a parlicwar disease of therapy, and that serves » Clinical Epidemiclogy in CRC
one OF more predetermined ssianiific, cinical o palicy pPUETPoses. The reLRing clinicaleatabass describes a e jor
Nies) derfvad fram e registry . » Patient Registry
(Gilidich RE, Dreyer MA. eds. Registies for Evaluating Fatient Dutcames: & User's Gulde. AHRC Pubicalion ha
7-EHCO0-1. April 2007} » Hanie
Who usas data from patient regleiries? " BemeiEe

® Projects

= CONiCians 02manaing mora resourses io beter fr2at neir patents
= AC3CEMIC SrYENIZaNoN 0L to Impiement rreatment guloslines = Guldeines
= Payer Ioaking out far better vaiue for thelr money

"
- Drug or deyice manutactures o meet thelr pharmacovigliance obllgations LEs

wihy are patient regiatries iImportant In Mataysia? Mational Heaith Care Statistics
Fatlent ragisines in Malaysia nave 4 comman objecives: Inititive

1. Descrine e natural history of fe target diseasa

2 Detemine cinlcal and cost effectivensss of reatments for fe targst disease

2 Mienltor safety and harm of products and services usad In the treatment of target diseass

4. Evaluating aceess to and auallty of freatment services for farel disease. .

a3 2. LY o|Alo} HASX|D=20A 2 B2 SXISEAIE A7 X[EH AO|E
(http://www.crc.gov.my/research/patient-registry-unit)

2.1.3. @ Y=UEL UX}F=4)

%= NHS 4917|242l SEPHO(The South East Public Health Observatory)
= FSUEL YLE XFo XH EI|F FOA OtHEMN HUHOR B FEHI 9
2I1&2 AEotn QAFYEY AFESYSO AU XY FdS SHOE o UH.
SEPHOOIME QH3ZAXSH FHHU XS M5 A= ol 2Q=H=E B
ot SEARIL UYEHOIOF S FXOIHM WYRYIADE AXRZ YT XHME NI

HOU|, £ oL SEPHOO XIFME YOI UXSEXE 152 Y XIMME
IHeotgict.

4) John Newton, Sarah Garner. Disease registers in England. Institute of Health Sciences.

Oxford. England. 2002.
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g > [i2] htp:/www.sepho org ukviewkesource aspx?id=5445 o [#2[x] | ||2]-
@un - EHS
¥ & | @ SEPHO . View Resource: Data - Disease Register.. | | RBGP 5 B T HOKE) v 3 EIO - @
~
South East Public
Health Observatory
Disease Registers in England
The B0 page report includes 3 reviey: of how registers can be usad n senice and ressarch public healh havi 1o set up 2
¥ new register, how to evaluate an existing register; how much they cost and what the Department of Health needs to do to
o de selop a coherent na[mna\ strategy for registers: There is a substantial section covering data protection issues in relation
¥
o registers.
v
v URLFile = 1.6WB] - Downloaded 2843 times. Last downloaded 03 Dec 2010
¥ Format
Home Location SEPHO
Mational or Regional National
¥ Rights ® University of Oxford
v =
Is published by Medica
= v
Publication date 18 D
P v Creator(s) Joh nand Sarah Gamer
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= g
Shical area  England |
o
= v
IE} H100% -~
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St IpO| EEFQI (Ml A Sk BIT AR IRFHCEIT 2 74 K74 >, 2005 available at
http://www.okayama.med.or.jp/ishi/kojinjoho/pdf/guidelines_200509.pdf#search=
'registry guideline patient')2 HMIZOIA. X|HUUXT FEAALS AHH ATE X9
USEANIER(International Associaciton of Cancer Registries, IACR)%IA|
Hatt 'Y= UMY I|LEY IOo|=2RI(Guidelines on fonfidentiality in the
ancer registry)2 0810 Y AARAXY IS XUCE O|FO X1 Uk, I’
[9USTE BEFHY g8ofl At ARAH/UL'E 14, 19961 XHYFTEA UM T
HY J0|EEQlE WHIIHOMW O] J[O|EERIZ J|222 3 XFAFTE UM
BE HSON FAYE 212012 AT, & ARYME © Fo|EAS FotA Ux MY S
o IHAPEET T AR R HOl Wigh XM IHLOIA.

ek X2 0
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2.2.1. a4y

ENA T HEXHAU M IIX] LXFEHAHAIE ZAOIRY. 971°s
HIFMTARLYY ot FHUIFMFTY HHYO| Higt 5 A (Korea Working
Group on Myocardial Infaction, KorMI)e ZEYME<| U:s FTEY

=
p °
AOIE|FY WSS 12D WYY Aot QuASEuviol oYY

H
=
i)
59
rlo
ri¢
]
o o

AtY(Korean Breast Cancer Registry)©l U,

Ol = clinicaltrials.gov® XtgE 23t F2ofAUCt. Yo UM WA
TUCIEE JIHOIX| e B2 =22 HMY = A0 2E WA E2S H Ho9xr 2H
E|7] Mo FMHLZE ™I IS HIoEyojAo FEO| FotE0] AT WIER ™ M|
Moz £8EE AMAEUYEIL T8 UYEE HEXHQ UM UFTSAIAHI 017 3
B9 clinicaltrials.govel Xt2E £Moto H2|ott. clinicaltrials.gov 2O
Moz SQEE= AMARO| AoY FHO 28I QQOHZ clinicaltrials.gov @t

2
[=]
AyspoICt

=

oo

i |

fllo
oY

2.2.2. FYE YN

re
-1
[E
m
ri¢t
R
ojn
Jiu
=t
!
-1
A
&
oldt
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ol YTt 20104 11¥2 7|1FO2 F 119 WEd ANATMETL X|sojglon,
2t MY UNATMEQIME D UXSSAHE RO YUATO| LoD Uck,
2 AL o o1y

HAPMEI YXSZHT FOIN SF YYAUS SHOZ 2YHE ¥
o

CHAZES| CPIZ AYHFYIEYIE ot 7
o %1 HAH 2

>

"2 Ao EYE AUXFEXIREE [RIS-DES(Intervention Research Incor-

poration Society-Drug Eluting Stents) Registry, COREA(Cohort for
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Reality and Evolution of Asthma in Korea), KOLD(Korean Obstructive
Lung Disease cohort), ANOLD(Asian Network for Obstructive Lung
Disease) 1st Registry, H2% Tk &Xt Z¥E, CREDOS(Clinical research
center for dementia of south Korea), HZEF YHHFME oUX[Xig 2
(clinical research center for stroke, CRCS), Y7|A8H g4 o) Mg™ 3
T E, KORONA(KORean Observational study Network for Arthritis)2 #
9tx[o|t}, 2} YHUAMES AXFEHANM XtztR2 FHH =X, A5 AEAF,
(eI F=AE, U 2X, HiE8X TEINIE/MA21E, H921H(EY) =, 5 X

&, SEXEY FAAUSS AJMOD 2 PAISEAH SHS AT

2.2.3. 2UY

2 d9ME B2 =9 LXASIHA T G2 IIEC] 2209 SEHAIE UER
Ct.

Ry, RERES AHOIRY. 20099 FAZECl LHY A=A THIE AFFAA &9

of YIXISH Tt F o, XU, WY, Y'Y, WYL MeorHc,
SN, WEYS DACIYCL THOXE I SEHA F BN 2FoHE SEN
g QMOZ Tt
A, ¥E H2YS DOt MUE My P YBSSXE F IHONE 2D U
EHA YAFE Meotgct,

=
U, BESENE o HFSESAREN AR7I| 2O UXSEXEE FIOTU.

821 21FL A4 o E FOIY AF MEHE 691 FENIAI(SEER(Surveillance
Epidemiology and End Results), Alzheimer's Disease Registry, European Liver
Transplant Registry, National Cardiovascular Data Registry, National Diabetes
Registry, The National Oncologic PET Registry)°ll 4isto X2 %o {ANX X,
TE AEAE, ()FEAE, U BXE, X ZEIIE/AYCIE, BHOZ1H(EH)

&, SEUR £, SEXR| FToUES ZARIYL.
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3.1.1. JyAyet AXpsSAE

=
g BIpPY, oMge BUESHs So| o JtX| 2H2 JXD AgED Ut So|

d

X Go[o] Quuroter OAFZNOl HPEYO| UB0Y HIoo], URISEHS YU HUAIE
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Ry HIwAMAIE(RCT: Randomized clinical trials)©l Yot Ciidxt Meds|=

o me 4o

3.1.1.1, 42¢5)6)

XL 2047 SO QBT WHO| WA FY W WG WS AL €rH, Y|
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of Wat |29 W, 12D XZO| M| LY N Eot FFO
olc SHgy XIZo| W UG EW MEZWOr O3 X|BJt B wXfe o W Y W

SOl EpEct e GYUWNESY o, MY, X, YEF X WY, AU
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Mefol| Y YUS WRE of0), BN, 2 UL YHOL: J|Te| AUL MYUo|

=
&

FU

£8

o Ul

~— ~—

an
-

S THEN BHos, ME:13{Qst 2009. 273-301.
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oYY FA B AW TS UYN NI AWV UYUY L YWFOE BY
A& QIOR EU YTE MO HO WFOIME MBS SO 22 4 U YNFHY XE
of 9EOpIT Yt

QAT WS T NOE AFEY SO HASXYUL HLHOEZ oD
HASYRYMO| QMAS TYOIN, TPl BAQYTY W YA Yot AU +
a

UotL, IS L AAS B 5 WXIS ABFHY I|ojg ot

3.1.1.2. $X}FENH Y AXNFTEXNRT)

Registry2te #°le 218024 S2%c 3 E& 1 IS4 48 IHE HAH
Ct. M2t Registrye XI2E ML XPYots Z=21#S AgY =& Y4, WS
of MFH JIES IO ot 2 XFMoMe #Xie XrE W I
2O A YA WY2 AXFENAZ, BXFEHAE F019 48 7= HliM=
UXNSEXNRE FE0F M0t

UXSEN A= A A S oY YUY HHE XD UAHY, oo A
oAl FX o1 e Ggold SO =& WU it YERE M, dM, NP, &
M9 =S ATt HIAI"ERD O]9 A FAIYEE(National Committee on
Vital and Health Statistics, NCVHS)E M%3ict, 2 XXMM “eUXFEH|

AU SHY W B HE, =200 o FOUSE UM FAY ZUES BIIOP| 9
of BLAPYHS ALGOIC] DU XIS AT, Ot O 0| HeiXl oy E
S 4N, FMM 2o AFSEE HAOIL,

WAISEXRE YUHOR AY YO AW £ SEXNRE XM, WY wo
© Molt gt E.M. Brookedls MPHE?|T 19744 HWEoM AZ HE AA

S iR B [ RS

Hg TNl
29| MUOAD HoPIHTt. UNSEXRE o
=3

7) Gliklich R. E. & Dreyer N. A. Registries for Evaluating Patient Outcomes: A User's Guide.
AHRQ. 2009

8) Brooke EM. The current and future use of registers in health information systems. Geneva:
World Health Organization; 1974. Publication No. 8.

_14_



ATFZDH: JuATE fet AXNSEMA 7= XM JHE

W FOIM WXKBHUE FIOP| ol ABEE BXSEH
AHS UL F, XY Jjdre] ATSEXR(WY D AUMH =3
942), XIGArY T|ute] SEXFE, YAOIM SHU Tgo| U W o

—

2 (2d B2 ZYEX] $2)E °f XM WOl EHEX ¥UAH.

rHT
A
o*
o
2o
Hu
=2 0
o8
re
\J
—

b=
rig
|
llo oln

on 4n

J

k

=
~
rE

Ral
)
Q

ro
fllo
do
re

WX SHUE FIIOLI| YOt YXSEXRE CRST 2L EAL WELOf YL,
. XBATO MOlS WX BHFATL UM QAR
- UNSEXBE SYU 2HL YA
Ao7| Mo 1 SXo| Bye] I|&Eofof Bt
. URSEXAEE THOID U= I WA o= UM S240] QUOIOF Lt
=

o HE BXOH FLU YM2E Xt& £TO| O|FO|KOF AT
H

o ANE XETE WX UYT MES UIO[OOf UITE URISEXBE AN UK
of NTH X XZE YA AFOHs BE 9Ol XEJt By 4 Yk
. PXSEARO LML SFHOOO} UL X, U2 SHOS ANE NT(YY U A

AR, o4 HOEMOIA S)oN FHHX| ¢D UASSXE 15 2HOEZ 4%
Ejojof SiTh, AT WXNSEXNEES MAAYIIZ FE Y 2% XBYUY AHors A
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3.1.1.2.1. &} SEXNTY =X
UXSENA= AE5E SHS o0 MAED FYIrEOoF 5t Xfgpxel FH2 o

x| g/dorel ZHOIA oot =2E = UM, d3Y 2 XHMYME BXSENA

% 2H2 0429l 471X|2 PHyoto] MYeL,

o YO XfHAL oA
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. OHHY X Y B
TR

Hgel XteiAf

o] XIALE TEOIY X% 20| PRAY 4 UM, WRE A T Hepter,
2 HQo| Mol XA F MYPEX| fou, FiQo| Mo| XYAE SH XBHULS
SO To MY £ AT WASEHA FES FU YUATE W XAAES BIIY
£ 9100 EXo XBY EY ¥ ot Tyel XAME WSO
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HHgot
UGS ENA M AL L™ mapgoly Hg mapdS WU %M =

n

24 YUCh We ATE YMAY ZSH MM YBUY A0|9] X[O|S HOIECE, ol
A YUY NTE UAOR MAE ANAHOIMY UFH BHS TE MUOY ofg N
Cro| Qutet EIX| Y 4 UCE OIS SW 60T WOl YHS UACR MASIHH A
B UNAH ZUS CRPT AFO CHY AYF| MGt s ofgol Ut o
XSS PUBYRIS| AR XY Yoto] ALGE 4 YT oIS SH O
3 MEOIUNE U AU AT AWK PXISEXZ ZMO| OIS ATLHA
Ag Uy PSS WYOIHTE. 1D UXSSAZE UAAUOIM LUHOZ Loyop)|
ol2g XML Y4 NAUORM AIYS FHOLLY So| 98U & UL,

UXNSEMAE FHYEN DES FAOLSC LR HGARSL HYXNEE LAES

A 4 Uk FHYEML ABVAMEOIY MH|AQ| JKS FOIT XY THYR gL

S[o] AT H|I JHSOIEE Of- 4rHO|Th HIGUIEMS SHU YR WY HE oI5

I oo AW ML EARMC F, HSANATLE UGS I\ LFo|U FY I

I TS UNH ZAM HDUTL YW, HIHEATL HGS UEHWEWL
I

(quality-adjusted life year, QALY)2t Z2 4o Hof Cffs
HlWHCh, B§2 FRFX|7r HY SO0[Ho| ofYI| WFo XAUS 2o H|WE IO o

Ct.

09| Institute of Medicine(IOM)3 Congressional Budget Office(CBO)
H1A(2007)9) e Yz it 2HE UG UMY HXFENAHY FTE2S
AFotd ALk, EIF  Federal Coordinating Council for Comparative
Effectiveness Researche HEF U =9°| gt H1XM0X4(2009)10) HlW oA
(Comparative effective research, CER)= “MH| XgsgtHoflN ZHZ oy, X
o, Xz, ZASE] et o JrX| JHYUR Mol o|ut {IiHS HluWdtE -T‘—I =%

9) Institute of Medicine. Learning what works best: the Nation”s need for evidence on
comparative effectiveness in health care. Washington DC: National Academy Press; 2007.
pp.1-80.

10) Congressional Budget Office. Research on the Comparative Effectiveness of Medical
Treatments: Issues and Options for an Expanded Federal Role. 2007. Available at:
http://www.cbo.gov/ftpdocs/88xx/doc8891/12-18-ComparativeEffectiveness.pdf.  Accessed
June 25, 2009.
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Ml BRI BEOSIHY, FEO FH WHIX| ¢¥of BuHIf AL E Fo K|

| QT o3t WS APHY TN FEO| D2O[oof YT,

r¢ oo o
un -
=

e 1o

r
oX
o

¥ LXf(case) HA|
X Y T (non-case)d BEZ OIYCR FHE WO =HOZ, FN ALYUH
M LEZY HiEZ REYAN FHE +HOIE AHY ZEHO|D HIF-maFO|H,
olet o] SEXAIE UM #XZE R HxXFES WOl #A-HixF A E IVEY o
X-tiZF A (nested case-control study)2f o, O1ZFoflM FRAWUK| Argop &
Al 2E HEEZ 900 il Y-S EXIE(Surveillance Epidemiology and End
Results (SEER) program)E& Z23t o4t ARIF HEXQU 9o,
A7 2 = ZHSO| T, AXpRDY HixXJo] BHE o i FEXE QAN
BAY += AW, GEZF2 SEXNE o2l XEHUS ©1§01q FAPIE oH. %S
1

UM YFULYS T NP YRt AR B,
a =]
x =

Ly =

4o
wyors Tare] ©ALYAS oot ©l o
o

ol
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J
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e rx
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gx-ABE A7

&xXt-I ¥ E(case-cohort study) A7 &Xle IVE Y HX}-HXF A9 HEYH
FEOICh, MEXQ IAJE Y AX-GIEF AR HAM= HYS XX ¥ "G
oM QI-AlZt(person-time) ?|9&Z& HASIY WERZ FEOH . '.ﬂ_._, ext-3
YE AF EA%Me HEUNAR HAHQCl ZRE QoM HXIFOZ BE MPYH &

80| 2T<1y 4>. o3 x5Y HD2E AFVE(subcohort)BAL Pt Tk
of M NS MEOP YW SETXAR(ALE) UAAT AL otz wxFH A
TE tiyxiol Tjoto] 27t LEXEE LN HL,

Cohort Cohort

Cerra Subcohort

Nested case-control Case-cohort

a3 4. 3SE W Xz 7oA izt 480 eX-2SE AF0N AFSE MY
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3.1.4. HIE QPHA WIpN SXSEXZ O

HZO| AB ¥ OHHA It WRAO| EEI U Jtet URSEAE Cropst
ORI TS XZHUS MFLUORM YNAY THIME ORI 2ot CroSH %
SO G B 2R Mo B AHE LY + Y AR
oA WIS SHOE AT UNSIAIL AU QUAE BEMOR
Mrglofof o, o2FIAC WHO UNHINNAES Fevtol st w
SHIHS B & U FHES JPHOF GrCt, IFX|TH CROFSH CHYRL
Sa 9 oA A FOIL BROICE QPHY I 0|2l 2Xoz 1zH
£ LSOO QAT WIOPNR o= FQ AN AU e 2

r

o
okl
rs
0

o
(=T U
ut  nlo

= [0 rr é
= 2

H

=

n

N

=

e 2 2 &

b2

22 QUM ot oo M ol thYt Feor 3 g
QIFHTINN HUrKQl OPYHS WIIY W WHHO|X| YTt ojHYt SHOZ
IR 20| BE WXSEATE HAW RIS UE LINAE 24D 20
Of O[O, RAPXH: ErOPD AMIPSOH QoA HINHE TSOIof Lk,

ojOfFo|Lf BI|T|E AT B3t ¥, Chiol Ciofot ARFSOI ALGEICK. WRpM 2|
EE X4H ARGO| TE OHHML BXIGS AWl o S SO Moy 4 ¢
OF X

T oA WO WRAS Wal ArgEE MEo|M WY, SEXI 42

e o a2
© -

=
mE p=}

In

S|
OF YUMoso| <3 HEFEEHAY. HE Soi, YiHo =IOt
(thalidomide) &0 IE J[gof Hiut CoYEAEHAEZE (diethylstilbestrol) &
E2 QAo A2 S Y LY O WEHQA ApoIo, AT ¥ M2 k= [oiur
o2 LAZ AT W WSAHD SAFo tiet FHIE 71T, AAEY AT 52U
2 "o 3040 WHE o o[RojX|X|QF, UULMQI 5IIF Tt

ol
a
UFAIHES HISHE J|2t SO S T UiehM WY WCHS YYOR oD, o

ojiet SIS HYUSINA AToME BT BI|I| QUAIE KUHOR Ei

FHMOZ IO AT ¥ NS 2FOHD UTL A E ZAHALS QoiArLY
urgg BEOID, XpWMOZ2 wilern, 1S9 AUWAE LD, YH FLYL 3
Mot M2 TGP, QOARI thY XPEHOl ML MHHOZ FAL AE WA
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oStedl  f8OrX|Tr, AN WSt A 39 U
(background rate)? 3o FFS W= eHAIEOl AU
ofd &UXt, WZAr, AH[Xt T HHEEIOL € F¢ YISOl LY +
FHEE A2 710 FS MZE QAR wHo| X|HE T UMk, YHH, H|ord2}
(sildenafil citrate)d HHFM AGHIES} Zvo] M2 UFE F& 2=g7(7]2 ApgO|
HiEE FoI0te FLolle UK ¥2 [SHAEIPIX] ot B0E 5 UG,

e JoirEe] BMole S4%¥E1 MY E (signals of disproportionate
reporting, SDR)E T3] 9ot SHH P F= o1gAT. o FAXH Y2
O|E{H|O| A0 T+E ArY|/M|F St BlWOtY AHC § Xt HIE JOHAHE Aoy
X|QF oo HrEAl NFa QoA ANHAIE 2UBtX|z FeH. F, “HOEPH
(signal)”?t ZXERY &2 XA T2 FAHAHLE I ol JoHAEIPE
UXEASS AUIstEz, wHHo| Q2L AYEQ QOIS 12{5t0] 8[j4{5t0{0f YiCt,

Mol HOUOZ= QP 2o TE0HX ¥282 OF XNLor Tasi, [
O[30 AHSIIE W2 o AHAYAHLUME M=o, HESte HES U L HIY
BAEE HIFOZ of QP BHE, AMNEN, HHEIAY A™HO=R TJ|IE HWHM
1St HOHOl CHOH HoHEIAh Al™a GorgerS HEg. L2ysts QL A
4 B XM(periodic safety update reports)& QM= FE UG, FIpHQI

UAAIHO| AW WE UKD, UPE BETOl Ry

£ 30
e K
do

=

2>

=

N

rir

2
N
r2

gl

re
-1
N
4
o2
1
rir
oi
Jo
]
&5
0

[P Xt=2E FHOIL POISte AHFH IHX| ERAFLE TYIE A AL YKL
829 y9H HMS TogIC, HEXMQI o2 g2 Drug Safety Research Unit<
XA DY EYX|H| (prescription event monitoring, PEM), FX3#EQ HFHY
E|ZXIZI(New Zealand intensive monitoring programme), Y29 X YA R
UEZMHI(Japan prescription event monitoring, J-PEM)?F %Y. d3oM e
X% Yuro(general practitioner)d 1xf Mzf MEXQI 2%} Mz HAE T
USUAME Aol T[XYFIIZO] L=YHUY. OI=0Me= 2008WRH  Sentinel
InitiativeE &9GoIHA, O/ W oger F7Xg % HXRI|F XgE AAOIA A
Y SHE Mot 58 ZAMNAE 2P0t UH.

030 28217l AFdes OE TA Z2IWS X0 YUY, =7)7|AHY
(The Safe Medical Devices Act, 1990)2 IY¥E 2A=2|7|9] 4ist Y AHE
017 ol W ¥ =X XFo 2 95 FDAO EUEOOF CHN {Rotd AU
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Ct. RS2 2=71719] AW FHIAE ARI|77t HY-UhE € I s AMHE2HE
FDAY HEH HOME SO o|R0\ZCt, T 9|F7|7]0 QJst Xt AIRO| WABIHS
i FDAO| H18IEE &[0 QoL FXAe Qirt,

HEo Hyof i3t UXISENHE 87t A| QPAY F= XPUH HOXIZE HFO1I|
oI TEEW, N So| AL ¥ SEX QoW 12N 1 @80 Fptd Utk
UXSEHAIY FHL YR, ool LoXr Z2 HUAAF, LYYt FUHES

%, S0
YOLs WXL S TRt CHASKIO| iRt X|2ZME MBUCHs Ho|k,

XIS, YEKBE 29
TREH QIAFAIE THHIOIME TOFOLX| RO CroRYH RRLZO| OfSh bt HIIMQI A
ZWE wEolD, Lopt Myel XAAE olforn HEQ QNS wHEos NIt H
o,

o Fo| 2He QoA YMI YIS SO WHY YIS YUY UNISEXEe Of
MY It ojY SMOE MY WXNSEAO uo| e MO o,

orFAgo
3.1.4.1.1. NIZSEXRL YSEXRY A7 47
HESEARE SN R MEBOR XNBY YNSL UNMOE £o I, 28, 28
T2, AIE ST YN SO MBOl Uit INMY YHE J|Sops Holch, wrd, Uy
EXEE A NBOIU XSOl Ut HEI o[ SIFHEO| TE XEE WUHY

X2 WX 9 FHE Eyoict

UNSEAE AT A A MY W HeI|E, HHG HDZ 4, 2
ol BA Ho| MHEOfof YTk, 2O APYO| FAEE NBO UASEXRE
HE™D H23(channeling) HIEO| YU 4 YT A2 EUL

2L FSALG WE A0|Z oot J|E X|BHO| MUMOIYUH UK O|HY X
BE QB W, J|E XBWO BMIL YW FFY UKL M2 KBHS W
93t BI| WEO| WM NI XBYHS FoIXAY wR A
o MUEIIT Bt MZE ORI|7|L X|BO| tiYt B FIAY LU Lz X2

I.r
Mt
=
r=
)
ra
10

rx
ru 18 o2

o
ol
H1
=2
8

r|r
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eof i MASIOOF YTH, Y AFOIME Gy HIEY
2 QMBI SHOIE o| Lot HEYO| I
S4e MY U HYIIZO| EROHUY CH2 A7 UHS UM HAYOID It AEE
LHBL, HIEYQ 50U HES SHAKOE BAS[o HItoro{of i},

oAl fFA WU ROHAEIPE FOHXIH, AXFTEXNEE ARE DESHOE
B2 & WA ZAECOF $ioh, UXFEXIE AR AEUA, YHAAI Z2 HAUR
OfF M2l ‘oAl E= &Y Ao &g At AXFFEHACH H9%te T YL
= Aol it B0 ARYSol ittt W32 WOopstl UXIFEXIRE 2HEE Jofur
S (adverse reaction)Z 2F HOIHEE HAE = Ho| FA0IT, FHIAL X}
[HO2 £HAUOZN JHUTAIMY HOLX] $UAE MEL A0 oiet FEE
L ICE

oA Aol it BMENE BEXO| s ZSIX| ¥OtoF ¢t OlE Y,
SOHARE Aol THoHM FHEAP AME XS FH ZAEUOL QOARIZT LS|
Be YXSS FEY = UOOF T,

ne Hu
flc mu

=

3.1.4.1.2. Y=g gaXiet &XtE 1/3 0}

olg 3aXl(healthcare provider)et &Xj&1’d3}(patient reported oucomes)
M HiE XS5 SUSH=HLE AXFTEXATE 80T HMEUXNSS Y=de84
%I-D" %l-II-EII_% _J't_I-I }XFH5F O % I-I||:|- :]_E-Il_l- OIAI-I-IOE 0|I-I§_|I| [o] X LI-E“%
=l
=

2 OiNE %2 23

o

(K gy

& QT OH R EL HIXIL AR ¥ QNS XgHo

HIots FQE UKD, o YUMOT CSECh oYt YBFIX YHOt WXHIY
4 Tyols YEE SUCHSH WASEARY oMol Utk
WOt ofLj3t PRISEXIRE ARILY HDAY Ko FYS F & Y= ARFIX

lo
r
Hu
oY
o%
=
rA
Hu
<

%I-II-_I Jk I'E-ﬁ- _IE_MM x-IEE Etl-tl-[_l-

3.1.4.1.3. W7S AFWUE XMPL2 SOt HHY Tpof
UNSEXBE Y20 A CHRYE WCHS BAOPIO| MYBITL @XIo| I X
TS SO I BII7| ALGOIM UEHKS ALE o 4 UL, o0 TAL oYY
Gxfe] ST AT XO|9F T 24 TGO WP JpSoit, 24 @xpso| we 3
OZAL QMO BUY FOU YUK, URSDHE XY X2T D2 UNS
g

UM QO A 4 Qb UUIOOREI MO, HATIXIOFSO| ARSO| Yt HHE

n

o
og
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og £ U
Y UTO QO WAL WATRIY AZ0| YK UK 4L FQols, w

S YOLD oJu] U SEUASL Y JAS WYY of24go| YUt ¥
HOZ SEXROME HDE YUV MUI|ZL MY, 2N Ao U @Xfe| S4
of ma A0S ML Aoop Hoh AL M UAAUOIME YUHOZ QY X|Eo|
Hjto] QPHY XIEOIM AN AWAC| BEU FOIt YLk WM AH M YAA|HO
M EDER oS QUARTE AH o Lerg 4 Ut

UXSEHAIN SOUARITE UELR] e HQ, 5 2RI 0A F9 0| oA
FOIZ offof SITE. YUPSIH BXIL 091 FQIt IcHe %
7] yRolct, “39| FAi(rule of three)”12)2 HSHE HEH UM SX QoA o
HEX] QS W, Y YHUES FHY W FF AU 0| FAO| orH M|
UKL nFolRt ¥ W 95% MIAZOIM I YRS HZte IAme
3/n(%)2 3G 4 YTk G SO 1000% UKNSEAZ F QAP YAT @
AWOIX| QRUTIE, QOIAAIS RIIZt YHEC HUZLE 0.3%(=3/1000)2 £HY 4

= YUISiX|s &

O AT LM WS BE Aol ghuot BN X WU UEY
X XX

O
7| w20 Mo FoJofof BIX|Tr QA UE £H W B oMo £ ECh

3.1.4.1.4. DAY
Oy WIS Y UNSEAE TF AW A MY X NS UAGHS Do}
oIt OPHY WIS SIOr WXISEATO|E UUHOR MFQ| BIRAfYO| ARQIO| X4t

g el
2 gt ROt EEECH oY PRISSXEE MAIL ATV wrm, crog
oF AR ERHE|T| R0 HM U ojM A Xt WstL,
ZIE Aurolet HEHS 27| YohME UXNSEXR BMINTY I7|S 1Y)
o U, SEE WASO| M| WSS YEY 4 U=X, M

M| 50| FROITL SF R HOIMI BUEYEX
HIEYS QX el HILeLoiof gt

(=]
Hor7| ool WASEXRE o18Y U SSHUL B

1
a
i2a]
ro
10

12) Hanley JA and Lippman-Hand A, 1983
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URSSH He WASS TIPS Wy MoNEHM SEEC. IO ug ¥
X|29| AJHO| gt YEJb WAMo|Ch, EESE HAOZ XEE DOL 0| Trtd
SME GO[Oft BECITX| S YAOR SEE AR} 4N YRUMES § X urge

A Y. Ol Xtes Xp YEA AXE X == A-A]2U(patient-time)S ©189Y

H

SAMOITE QA XIETF £NEE FOIE FIIHOE 2N U HIEOF oY 0| §
of XY QPN BXIS moIg 4 QT AMTA S| MY HEAG ¥Y, S

=
T, X|AB, wxfO| ASEIt MEOOf BTt UX[O| AFEL FU DARQIO|,

We ASEL QUM B YU UINCH WA ASEL H§, SoUNel =X
), B2 Mapy, MY SO FYS WX o HYH

Op| ofYTh. GrYNEO| ALGEE HIEO| e MUE W D JYUEY HBANO|

2g S HIDZWO| JHsOICh. WXSSAAI RIS CF2 YHo U

HIE O A3EE FMOCE WAHSYUHAT, YU 23ES LOHYD opy Y

2 HALOITE Lastolo} BiLt,

3.1.4.2, WY PII ol SHOE FxEH FTENA €&

UXNSENAS FHSHS HDARAT, WH| XAA FF, 27t FoIZHY 3H H
3 5 o,

OOED 9IBI|IIQ QUAS WY Yol MAHE UKSEHANM oHHHS Wt
SINA ot 9 TAE WXSEABE QOARIE AToP] BIGKG, BE AL A
XotX|E ROIOR M QUE A FYUC Y HDAYAIE Yo URS S
o ML HHMOR XBE AMO| WO U GBI URUEZO| HIDIt 5ol
CHe Zo|ct.

oML Qlof MAEK| S WXISEACIM OHHA WIL AlJs M2 QAT
W oojo] I ol UYt YET MFY b5l ACH WS FOUSof YTk,
X

FHTOIN MUHOl OPYS BIMY U WHHOIX| gje,

=
e
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AN NOlITE 9ot BRISEAZ TE KIAM Y

AW ol SHOE LA AUXGTENACIM HOHPHE HaXp AUGH, £ |
SHALEIE BLO AXIote 2O HE TR0, o FLos A&t AAoIHE =
Of oI, It5¢ AXZHE H2 HAQ XEE +TOHOF U,

o{H FQol QAT URISENAC) SEH ARt XHI|

2 4+ Ut ol P9 SBI ALAY AASO| 8¢ AR, Azt
WES HIl°| O MRS UGD WIRE A& gitt. JaY 9o K@Yt o2
OHHNAIE, FY, NUYEANL AYY FQols HS LU AAS MAY £ o

5
O/ oiZO7| IOt Y JLX| WHS CI2 XBST AWOHS Zo|ch M FHEML
9Ioto] R WS APHO| HOJSoF O[U, X|29t QoA YHE WAOZ I|SEof
IYAHE ALl JISH SUIMAXIEAE 3

02 2HOE MY WNSSHHUNAE CH2 XEYAS AH|(YU MXYPI|Z
$)E $O UEHUX| AT CI2 MOjYEE AXNOT Yool BAoe 5 %A
AACIM BX| RUH M Y AE YTH OIS SW, U0l YA w5
2t IS TOforY| So PATD YK, AT W YA
2 SXOZ FEY QUAR HIXZE MACID UCH M of UXSEXRE A
oF OfLte| WIXISEXEE WA AT WU WEYS wEY & ok,

-

OFMA HMQ QIXtM ZHMOZ BIX| QF

d x £ WNSEXNEE 0§01 AMYS AFOLD
X NZQ ©AE SEOPIY, M2Q XRE AWoH: WS WMMOR gipseit. 1
U T2 X2 AAYUOEM HAo GO QPNY BHES Tory 4 Yk

3.1.4.3. SEXEY IFATOIN UurPH
WHOS 7ofo T2H HORPPEE “OPHo LHXX] BAAHY A JIZ=X] &
2 foAEIeE oFFel kA Higt BuE FYH oI,
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MORIYEE SET QUM A WER WK MORYEE SojM Myo| 2
27| e APTTOIM MEH ot A Y, UEO AL HEO| TR QoA
wgo| FIME Moy 4 UTH EY MURIYHE $OfO] M2 AHRAS WOBIAY,
ojFo| HoIEl Pyl LT MZL FHE YA Y 2T YL,

Qe GofiArF S 2 HHAGO| YEHH, o[%oEs X|g Mo X9, UFT ArEY|
A0 52FEZ AP QAR QUnPHUAHE Mttt HI|Zto| AN HIE ElshY
H W2 FU2Ql(intervening factor)dt WWHIF UI| GFO QDA &HQl A F

i QIRNCIYMQL ZLX|, QOIAATT SHHIES ALGH AWMl BHO| YLX|S
ItOoF QI W MORHHE morsp| glef AtSEE GE wWHe meEL, HEY

2 4+ Ut E 20| L3 AZ0| FBwo| L F} woy 4 YD,
WXt 2Xto| S4o| Wt Kto[t 7| WRo| Fojotoiof ik,

SHS UANOI U0 BEOID, OX| OFF L&D ALA A

3.1.4.4. A¥g HAYM @XpFEHA JHEXQ oF

OrF4 olojo] BMOT MAE UASEAOIN OHHAY FEES LYMXY W QoA
Tfofo] SXo| QOIQIX|, HIEA[O| Ofef X|YUWX| O PXISEXIZOIM MY BH| wy
Al o|TIX| FHOOIOf BH=X|E FHOHs 20| B,

oMY UXE SMOE MAY WASEAE EFOID XS SHL XD Yoo}
oI, XXAfIM X|gots RRISEXIRO FQE %S YBI|IIY FAH QoS
GIOLT| Qg UK HPIOF Bt
£3Ye SMOZ MHSX %S YASIXAEE o =Y PHSO| UL, A7
ASL 02 SEE @Xo|A| ojn] UHT oMY SHES FXISORILL fAOIR| QAT

WM
LAl diotHE Bng o R} QJct,

A8

S GNSEXNTE HA QUAIE YO HDHAS XD UoloF Srch, EAXH:
I MUILSS QOIARH HIHAE THEOIOF GITt, PO QUARE MAINOZ
= XBIt JP5OIR HOIT Ot HIXY w2 FAAIIL, QoA

N MORYEE UACD AP FANH TRIHOT WHY Hodt,

e o
Ra
on
J
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mfn
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BXSEAMA 7= XI-M i

OMYS BHOR MHE WANSEATE ONNORL MEY EEpY MURYY
M2 oot MEXAIZ ObHA SIS TS| 9o EWOIOf o1, £¥ WIS Yo
FAH|ZOIA QO YHE MISIO(of YTt UXNSEXFZO| HYTHMEE of2e 2
g IABO] QOARI] BAUHT AJH, ofOIR| 2o SHT} WIS 1 mor I

MG, AXT=ol S00oFY FH S oIl UHUXE T dfof o,

3.1.5. #§X SN =

UXNSENHS TR ABUS YNSEXE 752 2 o
ANBUY APUY SEAROE WY SHOT A ONXTYUCR Ukof £ 4
Ut UXIRFTYULS WPXILIXLZ, OAAY IS ZYoH, oXXEYUL 8I|=0|
U WX, JIUNE, ATFEA, JIE SEXNE 52 5 4 U X XBYUL K
AEXtE EUCH AQCUYRY SHT SHO| P LIUA(YE, TY
1% 5)of FUULE ZUUY, U7G 22 WY YNNR o @

So G 98¢ HPAYE SEY 4 YTk ONXBUL URE IF A YFY
oZMH|AL UG, HAUWH, Xt 4 %

2 XE A THUACNY AU MUY MOPIOf B,

Il:l rIo i
HuU
o
2
rx
=
=
s
oE
fila
HT
o
fllo
19
B F

3.1.5.1. AXFENAY F82 Xy FHH
UNKZUL PASEXE FZL SHOT 4E XTI MYNOEI HY/ 4T,
2 AFT|Y WAEO| Yot B A FUY YAMOR XEIt DorxI| o
XS HH IS YD AR AAWO| WS ojgt U, oXIX{ZYUL AR
A SEAROIE Wi 2HOT XY XIBT, YUHOD MAMUISI] HBOLD oIS
I:II'OI- OI:'_ I:II'J-" EI:I- OIE-I?J- II-EE gl-" OIAI‘AI'%I-_I I'_I-OI:A‘I% Ii|_010|-|— XI'I-IOI OIOLI'
AB4T UMY HEZOT AT HEUW FAHDY M50l ULt KBS AAHorE
P FEO W MuX YO ootk Eo AUFHE AX(4Y, 18 5)U 2L
ol
=

A
wxte] HHQUEIE LETH YHHO| ULk, O Y QHHTE O|gUIL, UKNHOR 4
O:I

gots FQols, XRIF AHH UK Do H|Fo| AR AHYY
KX

S WY BRI Uk F, NBAWO| £5H EE SFHOIYEK, X
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3.1.5.1.1. A48 x 4

UXFHIISXOIM UAIXIO SHS UEHIS WAL QATUH S4B, ABNH 5
2 DU, URSEXNE 70 SHo| X FW| Uigt DYUZS Wl UY IS
Gt OIBXIFXIO Mg HE} WROIL T2 XYY AAY AW UL 3P TR
oF JHQIMERIZ FUISEHG, X (FA, M), WY IS AL, IHE)Y FEI|

EYE 4 00 o I HHUYHE UYL R0 o1, FoIMT} TR,
XL ME|ZORE QRO W, XC, XF, UYUARX| 50| Furmn, e

—y

o
Al 9EH|BRIO 54, AIMOIL AAHO| 54, BUIIE SO EYUET|E Sk,

3.1.5.1.2. =&%%
US| SXE FoHk
Hux 5o ez

Ko}

A&, oPts 5

M AXGSENAY SHI %= AE, BY, A=V, Y8ME,

RNOICH UMAALY O TS EEOPIN MY, %, o=

o
A
T

ICD(International Classification of Diseases), CPT(Cur-
rent Procedural Terminology), MedDRA(Medical Dictionary for Regulato
ry Activities), NDC(National Drug Code) $9 BZSIE 7|ZL Apgoic,

Oluf L-EWHQF HHAO| FAI0 FFS Xz WTAHSE TSI FM A HHYOL
C{Of 3T}, ItEet WML E FUKE, oRXFX, XgAY, FUXE, BY F2 1
Y = UM UXFEXE AR ZHo| mEp O2{SfoqoF & fFEHK o
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otZ0f chet o7 - %2 AAE EE £3E
- %2 37 og

e

X (effectiveness) | - EAHO! metHa: SHIRISH HBOLS ASIEAIN EA, B W ASIEQl
xieidat met - Jhelo] ss £4
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3.1.5.1.3. 2=
UXGFAIEX = SXFENANM =HO=Z oSt U UXAIH(primary
endpoint)®t OXfBM¥4-(secondary endpoint) T2 EUO[of i, ZAutHLE
ZF "ol Oight AFEIr € = Y4, MHXEY §E FUEL Fo GiFtHs
(surrogate marker)2A o & UG,
HFAGHS ZHYAPDIVX] FHEAEO| 2915 X FL

Ty
UEE HF W2 A HEQ YA YL

3.1.5.1.4. U XA}

H|ZAf(pilot study)E &M ZFXI2Q H[&E FYotL, EHTS BASIH, F&
Cof AFEHS Foryg = A, WY Y 2ol FI?NEC USH HI?NIED vl

1, g37|1F0| ULoH 430 Zo| Mot Mg HFU.

#’d (reproducibility)2 test-retest WHS Argdto] Horg £ U0H, MEE
(reliability)e ©FY, &MY X852 HQ Kappa SAFS Mgt ULXEE FItot
1, 92y XgQ F FUdEAHIE(intra-class correlation coefficient) £ ¥
IIXp2E ME|E Hl(inter-rater reliability coefficient)g At LX|=E HIorot
ct.

3.1.5.2. O|X{Xtz ¥

A2 XS

QBB HRE MAKZRE FHY AYKE, HEYIRE, IUABFYYEM, X
GAYAFRAL SO U Al URE MMXZE 1 LTHA SH, PUFI| 50|
CHE0, XBQ| AT EYAHOIT KOt Y| O|F I 1Bl YSOISof Yk, A
AR FQols, Bl o WMol ua XpTo| EEoiBL 9| AYECH A
sgol W FojpAro] S WeiTt THEI, Az TRt Fojwele] WSO UL LE U
0OZ o|g Daefof grct,

-

Hxjo| 27|
M| QY| 202 OX|Y YAOR © WX U OF Y IS W
of, gIxte] WHI AT U oAt AA, AQE WM, o2 W e NZJ|Z

o
E!
=
2
i
uin
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J

A 7= XI-AM 7HE

%

J|lEX YWHZ MG 02qotX] otk ETy, 23] JQIPHEDEE WA oty Y
€ HHNM X2 E ofFA 24 X EZEUX UisHM HAt=1ISHOF T

38719 JIFEETO At WE, HOX (HAFEY QWY AH)E THAYH
Huo| My AHE A MM JI&H HI XX J|EZ HASIEtD FABIUC. ©]
[Me “HAUBE MY J|&X HI XX IJto|EQI'Z HASIHH,
Q1% HUBE AEFI(HCI&HT-I)E HOXXE AT A3X QAUF, A2
o, NMIYY =4 TY HRIFL HIpMH(radio-frequency identification,
RFID), Hio|Q, FHAFSHE T HH MUAO L3t HIIEZ JM3] HASEL U
CH.13) 9§ S°, = WACIME FUSTEHRY Ave = Uiy o HE T, HFY
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ATFZDH: JuATE fet AXNSEMA 7= XM JHE

E9, AT F OJMEIUER] UNHOZ UOHES MAGH: AP WO} J|E4E
Trao| Mofg A& Ui, O[3 YOS X2 W4 HEES MOfSts WHME Tt &
Mol QFE WLt ROMUI| Yote] Mot slout FIIM golg JAots UE FCh,

2

OO E Xg@ACls T4 &9 YOl ULz, Xgo o2t ¥ AU 5 X

[0 oln

2 X

U DAy

oIy Ho| Huet BT A A
MZE @AI5| MQ1, CIOMS JIo|Sa3fel 5
S Xt2 A YO| DeHORY A WORL PP MHAYHHTO| Y
g, HUPHETY, YHL U OFNo| Y UE, oIS UMNUBAI|E, UM
AR 5o WH-Q2A™ A} YLk,

AFXE oo WA AJZ Y AE LM Mol ALY (institutional
review board, IRB)2| M9|S Wotop sim, UXISEAIRE FH0| OISt 2t oI
A YEHFO et SOIMES wopof grct,

IhQ

ro

L

3.1.6. 42 ¥ X2 £[3H

A L2 ot ostAoM AFAE M FHHAOIMEEH A7 F=o Zdt
LYHOAO| O|2MX| ALY M YoM SHH 0HE Oo{oF UL, 53| UXFE
HANMME HEE BEZAY 2RIIE T JHAFE 2|xe Xg£H0| ojRoX|O=
MABEEDY AME HIr Jpg F2%% AxEd 2HolY4. 1HBR HUXSEXE
TE AE AFHEHY FAM HE R AASAHUAA_YY HYIF BRHOZ YL
Of ottf. E FARE AUXNSEXEY HIY FXIE %M SHH BIFX|Q HOPFXE
Aot QAFEX 2 YIo=2HE XrE HUO[OF oy, ST JHAUAMBHEE
SHAPIE Ak JHAPEETE O WOl E + UCH, JAMBHE Qo] ALE
Je = UGH YUY IXE A HEQ YHUS MAOIOF QT
2 AL BOots A7y FE A=Y LA{AY XXpUY Oigr =0l
Cr. J3Y olof g 780l BHELZ APHY Eolsto] A0 HO| ELOIH.

_51_



Ofs OfITL YA TAUH QoA LeYE|ofof ghoy Kol
oto] QIHo| QU AOME WYKol tHY s HEIF M2AOHX| o)
| T 4 Itk J2U YAAIHS MUK U
29t gHolY DFY =EEX| YEZ CHAHOR NACLD HUGH] HEOIOI} ATt Al
AFOFUR QY A9 MYRAO|TE AT
g OfLITE. Wt AT AR M EH|TAO|MKE
Aol FRo FULELAO| OI2I|TX| 2N DAS LM A0 £ HPE 29

s I

-

=
re
-1
N
Ho
o
it
re
A
]
4
o M ¢
o>
-~

3.1.6.1.1. YofAofN 1d2{5to{of & AHL T
HEWZ23 #3Y(The Nuremberg Code, 1974'1)16)17)
FIBHIZET FF2 2% MAIGE Foll XryE " &HA MYS APIIE,
mMEXpe 712 HHE EFO] A0 HMAEH Hx9 =N AFPSHX|HLE, 19454
10€ol HIPEIRT. 2 Y2 WYX XdX FoIF WHEHUZ MASIHN, Ao

ofojo| JHQIo| QIMHTE QMAl F 4 1SS WOHD YTk,

AR A

dA?| MA(World Medical Association Declaration of Helsinki)18)19)

MAHIQetel s AFES Y22 o ANQsr Ao tiet AN'2AMQ MAUZ ST o
Of WUL WM 1964 XMI 9§ EUCH, 1 ojxz 200847X| # 8%
of ZM I X JHPE WYI| MAZ LHS U ok, MAQ IZXt= FEHIEI FTFY
of RECIM, MHXIQ ©O|o| Atg|Q| O|UHTE YAy QMOIH AR RE MEXIE
UHT o X|gE Wopop st AHo|h, Xt 2008 10 JHEE M2 QofN
€ 71EY Mo| Hop ®Mo HUSIEE F 35XYLE MEA NP =UH.

14)
15)
16)
17)
18)

19)

BRI, S, e, dEU, HiER, MR S QEE =2 TR XIEA. CistelsteaX|HEl
o3|, 2007.
42, MEW, FH4, 5M, ECl=. Team-Based Learning on Good Research Practice for

Faculties. XMLARCHIVE. 2009.

42, MEW, 4, M, EQlE. Team-Based Learning on Good Research Practice for
Faculties. XMLARCHIVE. 2009.

7013, FEdHE2a Z™En M7 Mool EAM I JiEElws|o| iRzl #E. MHRE2(. 2009;
10(1):33-48.

2, MEw, 84, 5iM, EQIZ. Team-Based Learning on Good Research Practice for
Faculties. XMLARCHIVE. 2009.

7013, HEdH2a ZEn N7 Mool EAM I JIE=ws|o| ¢ytRel E. MHR2(. 2009;

10(1):33-48.
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WS E Z X E(the Belmont Report, 1979'd)20)

O]9l FIrHLY™(National Research Act)®l 197439 O|R29E FBfHA,
oot % YEAoMe A MHX HI S AT It YEEUL, O HH
8= 197990 WEE HIME HESINY. © BiMs= 1974WERE 1978UMNX| ¢
oo oo =R XU UK Z PPt Wo=2M, 1932WEEH 1972WNX| 40
H 0|y 8o 2oJof XpiEl o|EHr E{AF|I| W=AHR(Tuskegee Syphilis Study)
9] EEZ QIoto =go| ® o IH =99 FUYALSIOIT. © HIMOAM KA
UL ootAoMe THHO=Z UBEOCOF ¥ JIFH YUXZ QEFO UX

(respect for persons), M&e| #xl(beneficence), el ¥X|(justice)olH.

CIOMS ?}9|E&}QI(Council for International of Medical Sciences, 1993)21)

MAIR AT 4oF S|P o= BASA UHEH X AU JIEH
B US MEOIA 198240 QU UIEXIE XSt APAYAT it IH&E Tt
O|EZ[Ql(international ethical guidelines for biomedical research
involving human subjects)Z HIAOIAT. ©f Z[O[E2QAL IHUEH= E2 S0
ol MESH UG S MBI Ao WSOHeH AFHO=Z 1993H0 X
EA. 3X T FIMEQU =971 XEEHUL 20029 1E= MEA WY QA
WAOIES AIMEPPIE Ot¥Y. © JIo|E=Iols F71 REFE Hotd U=,

“MEIZO| B0 @ 4 UE HTE TUIOYM TYOX| e Ho|N, M| My

XIS UAOR Bt ARE ATXIL A% MTT| AT LaMolQIUL ARIL YoHX|E
PR AT LML MOlE DE O YO AYOITE FYUSHD Uk | I
oSl F 210 YROR PHHYLH, AN UAOT ot WOt gaK
NPT TerH QEACl Y UUHOl wK, ATLAMOQIUY 2%, FAM HE, U
AFAI 0 QA

20)

21)

2, MEw, 84, 5iM, EQIZ. Team-Based Learning on Good Research Practice for
Faculties. XMLARCHIVE. 2009.
44, MZEW, T4, oM, #9lE, Team-Based Learning on Good Research Practice for
Faculties. XMLARCHIVE. 2009.

_53_




JuATE flet SEAMA = XIEM JHE

3.1.6.1.2. UXSEHHYMS AR 22)

UNSEADE YRS MEXALL MHAS, RIS 5 AR J|xO| B
HOYEHTOL AY HOI FLU ATLASHOICL, UXSEACY APLAS =
£017] oM, AAO] SN HS L APLANAYUYL Mot o[},

A% FoM (informed consent)
UXSEAAONMN WYX BE EE= MEE

ATBE FQ, SIS FoHs WXOUM

HTE 9o DOoL NHOt UAY AP FEOP YOI, ADUNKZHE Xuy
o|g FOIOIOf SITH, ARHO OIS YU MFME D WY SI 54, @ 2V
L Mo 37, @ FEMT E ABMHZ UG oYL WAL Ay, o, @ ¢
FUA 2o/N, 5 MNALEXY ALGOIR(T, FIAPIE JHANES ¥ & Q= YHE
W), © WENIL SHY o] EXILI MUK DS o, @ FEQ
MIUGHS I AR 50| HIFEofof o

=
£2 Y0P ot HT FA|, ® HATFH|
ct

42 FAMQ HTE BE ¥ 4 QU SiTAT, WX Aoots A7l
NI S42 H5Y FAMOZ oMo J|&OIoiof YTt o] ANY X2 ARE
T MASDH| B HPIL UCHH, Of A| FOMo| HASOIoF Sre,
J2Y SEHA ARON %ew SOl WA THse #e o, ARt of
2

o

SX0Z 4WY O XNHEUS AHOHE FLOUE 2 AP FAS we A
1=
o

o

\J
-

n
o
g9
a0
e}
rI'U
o '|°
2
-4
N
e
B
re
1o
O
m'|5
=
e
e
° K
]
rir
A
-
I
b oz O
o 1A rlu

e s
-
Ho
o
o=
lo
10
rie

M
YUHO 2 GhZo Atgol BF WUEEE FE FYY WAY HFO| JFsoH, 2 I
AP UAAUYY S "= Aol HIFZIGI,

. HAUY| QIYTe FutD UE AR

+ Folo WXL WHO| WyXfe I HXo| FYS FX| Y= A7
¢ oo BN ®F YOl= APT} MH £ 2 Q= AT

o MEXPL ACIY Ol MUY YHE FIMOT ¢ £ Yk AR

22)

wEel BET, 249, 2EW, HISS, MY 5. ospiY =2 EUR2 XEA. tEtelssaRipel
olg|. 2007
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13]9] &3X AE(ethical oversight)Z tofof oLy,
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lol| W ALAfolX H|QIotLt Al

I:(I)I'X

HATEHPPE Y. 3

L
—

o ASMA &
g Aol oL TAolM ITHOIAHX}

ALgefof

=
=

l=x] AR eay

ML} Ofzsof

18] HAPL BRIt

ol9}e!

X9 FLoe 24t

2 ORIl WD SIS FOIOIoF of1, £H ARXEBE X2 Yol

Ot Xtz o=

=
[

SXAE SO WX

A
ot &

o]

= Xroll o

FtH O
[= i)

d
o

1A

0| ufxofLt,

HES=

)

7

ol
2%

oo 2HXEE

=
=

_55_



JuATE flet SEAMA = XIEM JHE

X=e "ot §X|

UNSEARO| HUQXE HHOI| YoM ADXE BN O (UIYA} Y
MEY, HFWATL U= W 5)OF HOYA(YTHE Agoo] AFHX| ¥ Aoz
HE| XI2E HOOO} ITf, APTG TAOHs WHOIE HILQE| HTHK|| Yt FoA

o] ZrE|ofof g},
HHEA7|Z(WHO)S CIOMS XAi23)0f oste BArAoN AP Tet
M 0} Zo| UyTic,

. ATEN Y WSS FEYFXOP AZEHU(EEL SHME) YEMFAL
GMEIX| O WHOITH WM BT LUK AJXIL UK FoPAL % & g
7| Yo MG XTIt HX| e

B'E OZ M X FRIT QM. WWE AP FEEM PE ML

o
o & 4 QI YT 1 o WHS FOK YUME P YENFXE AF X
2 4+ gt AFRE FE MR P ¥ 4 oot BYE 2 FH2N,
X

SN ATXDL Ot JWIMWNET} HUEIX| oS YO oefMgt HEx
FALSH AHE| WEOIL A, AP} Yt HHBM, HOAEYEE S N

[E =1 [ =20
BXYEXet HABEE YHOIH.

SEXR0| £UY HAYEE NN YUO G FLAE H3XoIA FEI} L
2W 1§, T, AZEY SOUM AP o7 B 4 U] W, ATMOIXLY MY
U J|ZL WY BYY L UAAE HYOIDE MU YHFOF Gt A HIAE

HU YEMBA D YEHFAL WEY AT WY MWL 93| o WY I=ZoN
YEHBAE MWOE HO| WRY 4E Tk FFEADL Mo YHol He Suer 3
Qo= WEO oo JHAYE Bt HEEIIE Stk o] FQ ATO| HOjORs MyUXts

1 olget #ig XAOIM XrAle| UAS DX Wopop gtk JHOIYE POl HHL A
SO AT LAMUY YUX, T o MY UE HEIte| X20|¥o| O|ZO{X} ot
a3

AN eI

N
¥ go| ARE Aoy

X
o

o
e

HO} SLWONK|H, O|F FA| HBNFHOF UTL X, UM

g A
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3.2.2.3. HOF
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Q% Atoro| gt HIPAA(Health Insurance Portability and Accountability
Act of 1996)9 HQUARY 2 AFEHHYA(health insurance), HAPEME, 21
24F mo1Hof| ol +ofEle MAAYPE H2 Yl EES HAStL YUY, HAU2
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ot Y-S HEOL, X AUZ XH/PAHY I YUS AU, T
¢t BoiY 21 £ MEY J1¥S XYots WIS YP=H. uE moo| 2
2 W #XE AHEA oY ol Ut ZUSS Y| Yl AU EE= X
X|E #ohoF ot BFLole FUoiHd 2= = UM,
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3.2.3.3. 5 HZAMY: AMEIA Aot M
(risk evaluation and mitigation strategies, REMS)
g|oME 20079 FDA®M  JH¥(Food and Drug Administration
Amendments Act of 2007, FDAAA)°| T2f, ojo] AT oMM 22X Tt ¢
SHUE AP REMS=e M2E 2 UFASIAH. o] Z2H2 $Ql HX URZN

UM T TN X2 FQ0 T ANZYE ME 2 QPH/ MOREIPHIr QXY ©ff TE
= U Z42t9l REMSE HIFd o Ol Tat HYEH = UX|TH, PUFHQI JPHE
2 W = SIMARY High, AT ¥ A3 8, QAR/QFAL/&UXT WS, 21 YAHEA
HIZ A A”(performance-linked access system, PLAS: H[otEl ™2 =2 H|ttd
7% MAH) 2 EUUY. PLASE 59 E23% Moz HYEH £+ UM, € X
Mol Yol L& SEME Y3 PLASE HE MF3 Mol 215HE §%F A¥H-°IS
ZHZ I HFY QMY AGS &MO| O] e UQAEAT, PLASY FH2 HIEO
9| ™3Ol YAt FYET AA™MD 2IUSHH| HALCE HYOIY, AT A4S U
HE/dS A FHFO Uk 1 %2 FF WEHE S Yo7 Yl S EXIH(clozapine)
2 oot Y WHp x|, T2 HI|PY HEY Xg =EZ US| %t €Y
TOolE £o F UM HAE Z+2 MYM U2 BYHTY o= AAHO| UG, PLASE
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3.2.4.1. 97125
AP O|FHo| JHHS AUGHOF OfLt, ATAY FO| MBS IHE0| HAEI|E Bt
£ I BE 32010, WAIHMO| ARXEY SO LUEHYLX, HAXEE U

AUEMS FoH =ESU=XIE TGO HASH FO1°F 2T,

3.2.4.2. S %L
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XI5 DX (accessible population)

YEIMs HU2 BEZ FHOY| Yo 8 TR, XEH, Qs HY, A
UH Y 52 1 £ XN, Atk Ay AN
£ 5O EUHY, AqI|os FET HAUY & HEH ZXHE 05| =Y,

H

2BLO{oF GiCy, MEt U H|Q|EO
g

Mol Mol (convenience)2 FPoICt HHEX
Ao L2 FoPIp WSIL, BHIXTO| LYt HEY
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3.2.4.3. X9 gAY =H

el Al X159 2AZH/d(data completeness)2 HHOSIE A2 01 F v,
o2t Xtz AZAGZ At BEX M= XgEMo| %M MFO| 0BSof E Argo|
O, &4ZY Bre 2% Yot FEXEE O180t= AKX ARGXIA X5 = X oF
grct.

AT} BUE XBE BMOE YHOIE AAXES NYohs MYO| YOU ok &

= T

r

o
H(imputation)dt Mo ==t 1 YYHO=EE fXAU/ZA PAUHMI(uncon-
ditional and conditional mean), &% hot-deck(multiple hot-deck), ?|4iX]
oittiN|(expectation maximum) Ol UGk EIH A Ao ZHH A= F
L oMo oEx|Er AUEXZ Yot WH(last observation carry forward,
LOCF)Z Xgot= 397I B2, °ole x7| FXHUY 24O WAHY AR o= gr3
O 48 F¢ BXHIST, I HE FL(worst-case)Z UYiNIO= PH2 HHOl

o
Holgt & = AR, FHIoE= HFUAHI(multiple imputations) ¥#HZ WOl A&t

--

&N FHZ IXe g9 Fe, dadse Hd E= FU , HEY WL
28 Y HE SOE EE YRS RYE, WIE S22 NS Eof. ALCgXf
0igh FHUE AAME FHUHLY G &, A" T2 A0 HIASE Xt M7
SEEE YUHUYE Aol FHEYG

MM FHMZ I AN E 2|9YE(attributable risk, AR), HWYEE

(relative risk, RR), HSHHE(odds ratio, OR) T2 HAotH =0, oL
(propensity scores, PS)E °©|8%= & U¥et DAY IIHS LZopA HH.
BHMEM S ote 39 HIEN AYYH TNE HWots H|ZuNEM U EDp 49 H
= M 2 TN, M2 EYUSE XgHol B mapXo|y HM
ZQIr Weoeo=, XMNMFMU|ZuIH| (incremental cost-effectiveness ratio,

ICER)® X|g2AH(willing to pay, WTP)E Hludts EM2 48837 i},

Huwots H3REEM F

2
ARALN, FAIISHE WH SYEIOlof ot
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AT MuiTE 9Bt BRSSEAA 7S KM MY

VE YoM & oPdY 222 EFE = AU=(%l: HRYILZ E= SAURF)
UXNSENEE HE SEXNEY HuHlSXfol votq X|=¥ olejo] S/4° {At

1, SUY YHUOR XTZ LMOIHI| WIo| VYOl FO HIISHO| EHE

Mol Tk U XL ERFOLD QPYTel UjE HI@RO| Jpsd A opyct,
W KEYS FI|o| £80Hs ARYZ DX %S AU SHO Aot UL 2

Q7| WZo[c, oo Wat oy £t HHDZS MO EEH|, oY WHoE

CHE AU J|E9| XNESY HIDY Yol U S40| X[o YEX| HES

HDZZE QAMSS YEOIOOf OfD|, ADYS Morop| 9ol WAE BMEG MAY

+ Q.

o BIXjo| FLE

=2
=2
Kaplan-Meier ¥ 52 AI8% £+ UH.

- F2 SN

SMTUO ML ML AT AREU ofU ¢ M2 WASENH T2

DUy HIDANAY 5 LHES ANME FROIL,
AFSHo| LA HEY U UWAXE MOLD, KB T HAS Aol ofv, HH
Mujern, olg JJuroz o

r
%
do
fot
%
2
-
-
o

KX
=2 — i |
KHoq ATZLE °I1£1°r'1|, AME S MASIOOf Ot ABEM| YYS 3
£ o TpsAOIY HNH ST WEA| HASLe] ZM| % 2
OfoF @ IO, HAGAME YOiME MW HWAL IS AAOHE 0| TWAHo|T},
S ZIE PRSSAI OHEX, W KUK L A UL, USSR ZR

F3H ALGXIQl WAt BAH|X;, HAQBMH|A AT, HACIBHIFX, MUK

Sof HBY 4 Ut HRFIL o|FI|A0|L X|ZHO| Me 9 KT 9oto] wgH
4 U1, YA WHM XFEHE MH| QBI|&S HUATIHY Jfo|SEolL Y, HY
ZYS ol F712 QIEE AT FAAX| BHY 4 UG
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BATE LISt SEAA TE XBM N

3.3. g§XF=HA Bt

3.3.1. §XSEHAHY E Bt

UXNSEA W W= ABLY WYL Eyel RO WX B BRI o
ASSHAO UL AYY W A AYXHQ| oI MUN FI|EO| HAs
Mol UTE M WK WRSEAS) DX U X2 UN-H EIFEI} Uiy
Sjo| O|FOfRoF OB Of W T MeIHsS MBAOOIOF YTh WIFHL HYI|

r-In

of WP YHOR JLY 4 UOH, HYUWIL: HUToe| A, HANY, LY
13 0| WHEQUEX| BIOLS oM, ZWWIH UXISEARO| fhy, W SMY

W, 809 HNEYS HICE

UXNSENAE XIS O[OOP] Yot ATKE FUIXO| 2AZ HFO| 9t
APTX| B SXL JNI PH T AR SE| W AJLYI|, ofire] we|

So| Trogetd, ol Chgv SXE AL et wWery 4 it SHE XD YUk

r

o T o=
RE UXNSENATT |EOXT, EFTEI 2 TR UXNSEHALSE HI {30
BEE MY = UH. DY XWX AXGFEHAE B2OP| fet JIE2 4¥™
FuAoH, AXFENH TS Forer AR ET FX Y.

GSENAE BororHE Ludt SHS 0] AMM 2AE LRSEHAAX, 2

—_ =

Jh

% 400 gt A XA XD YEX| S AmHopof gt

3.3.1.1. &XFENAHY H

UNSEHAQ WS MHO| M, 4%y, B, HTo| YUK, UKSEXBI} HISY
I OFE WO YSXS FISHS HOITh THA TehM XABLUMYY 1 X2
MR T e WPt Zo|ct, H(quality)®l TGS SR HTAAAHOM wH

Sjo O WXL WEATOIMTX| WL WQIo|M CofobH ALED UCH

e
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ATFZDH: JuATE fet AXNSEMA 7= XM JHE

3.3.1.1.1. ® &%

XSS WL Ao Hols £ X SHHO| YT OiE BRSNS
M AYo| ofYCH: 0|L, £ WML WASEHHES Fo E3H ZUS AWHOE Y
IpoI| giet ATt REOITHE

XSSP AT WHE, el SHL W CIYOIN, MYl T FRo ®AT|
SE™ 4 Tt EOH MAY URSEAAIL JI2RAS MUZ FEX FUCAE 4K

A (o]

EHYO FHE HBOHE Yol 80 2T B 2 UTL YL FL ML ¥ X
E Q80P AFSE £ O, J|HRAE BE FEX| YUCAE UK ARUYO| ofF

of ojZAu|ofe], Wy YAZ(HALHO UM IHX U: WEE HFY & Ut
QS WASEHAY ¥ W YNSSHAL YU SH D2oiD, X2 WH-9
[}

H BYEE UrFHor otY, vlga H¥IrsdS 120tooF o,

3.3.1.1.2. H B}

FE AT HS B0l HH ArgEe gHe “EH HLEUO|G, M ONMEH RUS M
QAE ZYTH EHREMN, [NH AP HZ YHQU +XZE @S0 Y+E F=
(systems to rate the strength of scientific evidence. AHRQ. p197). Y%

3 Al MGEL EXQAS #XSiOF O[AMOl ANE JIH & Ut Ofapy QO X

+8 HRAZE JIFXNE FE FQ HIEYS WO, ANE WO FYol Uk,
RSB N QAT ENY U oy DIHAS pts AR TH oY

I ATTEE UL AJE AMEE 39 WY YHOT Uko| 2 4 ULt wAsE

A UM QAE MO oiME N FF, WASSXAEO FRY MY zL

Mg QA9 WM ABXK|O| Msof ek,

UXNSENAL PIHe HUPIIPYSL BUYIIFHOT FEY £ Ut HYYIH: A
o M|, wAMY, ABY, M D2, YLl gt ot
FEIO| YEXIS HIIOLs HOIT, WY WUXISEXIRQ U, S

=

o:

re, SIF MEOKIS HIFoICE,
Ayt

AUYILS A% MBEYRL Ty 2t

+ AFSHo| Furopn Efgolc,

¢ BEZ AN oYU TISHAS HEYUC

. API™Q Xf2 ma| Ao Uct,
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JuATE flet SEAMA = XIEM JHE

QY. O]9 Dy HPE A, OYAE ofete] CCSS &9 Xt=d= AAHu,
South West Oncology Group(SWOG)9 GHI°|g-FH MEQ Cancer
Research And Biostatistics(CRAB)Q| ¥2| Xt2Ys 2FAAHEZ Hstq Y
ofRL, IO EGUEO UAE FTTUTFTEFY ASTIALHL JHAH
HE A%S3 EHE MAY Ao, L0 T ¥ ) =
MEXZ {4301, 2 218NN APHFYAM(informed consent)E 2 ¥ data
coordination center(DCC)E &% TE3LE 5%, T5E 20Y MEX= ID
g Boiop HE It FOF otLo ID= | EHY, EI SEE AOY MEXE U 24
Ot S 7|0 FEore] FHUYE U = BE XgEs DCCOIM AHEE Expo
of2f 4% Ao, 1987WHHE 1999 12¥UNX| FEH UXF 2335F F MM
g UXIE Aot 2120%2 RIS TYHOE FEMOIY, ¥F 19864 1¥ 1
§ 20019 12 31 Ao[of £0f, AW YUY TA AFOl 214 OIHe=z T

(=]
T [
T 5@ o MEDY Loty NEXISQ ®FAE Ot o] XEE FHY A

Sl oAt AHEOH A

r|r

o prumy .4 a o ey
C}.
Survivor
Survivor Enroll
% ol e um.rﬂr
—"l
insmute
Survivor | / Survivar
Enrall Pl
1D /—-{Follow—up
-—|| lnstllute] D DCe m- I'\I\T“MB J —
Data = Follow-up
S”W'Wf -\\ __:.a Survivor
nshlule] = =
Suwl\-nr| Dam Data Survivor
ISLII‘\u'wor
12! 6. Long-term follow-up process of korean childhood cancer survivors2?)
27) SR, Hs 9|, BR Aok MEX ISE U | M Al A2 TE UMAOKENE

8547
2k14(1),2007.



5 =AY (Korean Breast Cancer Registry)
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JuATE flet SEAMA = XIEM JHE

T 12. IRIS-DES Registry 7:AI& LiE

z2u8

T LE

Index Hospitalization Data

Demographic Data
Admission Data

Risk Factor & History
Non-Invasive Test

Angiographic & Procedure Data

Angiographic Data (Index)
Procedure Data

Medication Data

Antiplatelete (In hospital/Follow up)
Other Concomitant medications

Discharge Data

Discharge Data
Laboratory Data

Follow up Data

30days Clinical Follow up data
6month Clinical Follow up data
Angiographic data( Follow up )
Functional Test Follow up data

Mayor Adverse
Cardiovascular Events

Death

Myocardial Infarction
Repeat revascularization
Stent Thrombosis

Cerebral Vascular Accident Bleeding

Bleeding

4.2.2. CORE(Cohat for Reslly and Evaltion of Asthma in Koren)

: WY AR UYL

I:IJ-A-IJIE]I“}_"A-IIIQ]- OlA I'

a

XI|7 MO Z AX| gl

AFMES HHEXQ U AVEXTE H2MEIHoM A=
1 %= COREA(Cohort for Reality and Evolution of Asthma in Korea)
O, dUMA UXE HHOE ot O UXFEXTE o= PAUMA] AXto YYit=r
FAo0] o=l MY He MAQ VUsEX|HES FHIt
=4l 1 SXo| UY, 2004 12¥Z 1% ME AHELEM 20109 8¥ J|IFELE 11
TH Tty ol Hofsto 2200%9 X F
Ch. FHEA  OigXr dEY
limitation)®l AAHY Z1=140
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JuATE flet SEAMA = XIEM JHE

KOLD Cohorts Ef ATE XtZo|l H[S[o| %o UAXIE S2orD QUX| X2, 11
M oomel J|Ey EES LS ol 0| AXY %

__I.I.
X4HOZ Alyofn UXSEXRO| ML EOl& © FAGD Uk,

‘ 4.2.4. ANOLD(Asian Network for Obstrudive Lung Disease)
1st. Registry: THg7|=hjij/d & ALY

7| oA /g et AGARMEM = OfAIof QIfZt AHE FoH DA o 2iet
3 (chronic obstructive pulmonary disease, COPD) Ui’dXte] EXloj tjst AT E
g &% UG, O] AVE FHY FH2 oMot FF AFE FOH °HAOF YEHSY
COPDY o3| EX2 LAstl, F3Xoz COPDOl U3t oD HFHQ O]B|E
CHESPI] Aot COPDY o3 (X 30 Uizt A= COPDY EX T2t Xz
"ol 2e{X[7] W&o Fa5ttt,

THIHQ X MY IIEZ 41M O OfAorY F 7| X &go "h-go] 0.70]%
°|1, 1007HM ©oJ3t E= 10ZY opde ZTAHZ 1T Xpo|Y, I ;X A F= A
4 T, J|UX] 2gF, WEHY HEL Fo JE 24X 3ZI| M2 I ol X
QI3 Ak,

EI HENE E= W5 X, X|H 2 COPD FA4O| AotEAUAHY HYS HH @
Hu oAr &tXrQl FL HiNIRHT, UM EE= e W SO T YA Xz FEol
WHY YRHIE HXHHE AGXE EYSHX| PUTH. 2009d 7UREH IVE I
AEoron, 1571 et R 6712 FEUPUOl ot F 941%2 OrA[orUo]
Eot1 YCH(2010@ 8¥ 7|FE). ¥Xt FELZ 201349 4 FEE AlHoH, FaU
2E HEY, IZIT, TAH, qUH HEH, £8otd Us AS, IEH, AFEAA 4
o, Hols A, 5 X-ray §° UH.

Ofr|or ZREQI ANOLD?t =i &XtFEX= AHE = FHZ OHAOF 9li=o &X}

Ho HFHQ Ao J19Y = U2, COPDY H¥

o waAsts H QY XS FE WOt W 4 YT
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of X3 S42 DAY H2Y FuWo BAFM P NIYYS HAGID YTt LAY
BT LMD AZTO| MPULHY X2y FRY Wyol IFOIL YT A X
o

SISO 2 AIYEO| TP &2 MUOP|E BT}, 2Lt Ofxi}

[}

r

| QAU M2y Yk UXE UAHOER ¢ 2 MYM AVE AF: gom,

5 CHX| R PYU0| GHATHIIOH QU X2y Pty LAY POl BIED Y
ANOITE, X2y Tl YMADMEN THOLD UL H2ETLYUK ATEL 93
Uat sjxe] 3R MYH ATXNSIM YT QAUAL M2y FuHol MHAFY, Yy
N SN, WEF WAL N, ool Uore QAUAY SHE UMY 4 U= YEY

X2t @ Aol YL, oS S LAY M2 ko Ut Nl ey

XA W EAYA 29| HFU IHE ALGE 4+ U2 ROl

4.2.6. CREDOS((na Ressarch Ganler for Demania of Sauth Karen)
: Qg X| O UM AHLAME

QLRI UAARMELS YAl FEARPYOY, KWLKS UAIO R O|So| XA

£ Moopy| ¢fdf 20059 10¥°l 2 7ZIWMCE ¢ database registryE FH0IA
o, @Y 1X S5 &Xf 7926%, FHAE FAU AX 2336970 5= AH. F 50
O Fol Folotn UXIU, °olF 1d°l 10%OIdS SEL Us MEE 3194 ME
o[%t.

HolEe $52 ¢l 3% Z2EE2 HEOIYL, FEXE FEH W2 ©X9 J2
HO QAHALY, A, IIES T XMt WZO] EULO UOH, AXYol/ L e
g/oldE SOl digt 9o TF(K-DSQ, Bathel index, instrument ADL,
NPI, MMSE, Hachinski ischemic score, GDpression scale), MAMIAHAIZ
oy, MRI ZAF ZopoF A, IFYEU 3907171 82 FE2 oyt HEE Tl
UL, ZHE ArHEE2 el 109 *Hel wS2 Fo HIOIHE Yste ALX
Aen, ZHOoIX|of Arg Al SHANYOIY FFESOl it EQqY = Ue FU
o 2@t U, I FEZ 93 manualS HIZBEO] H{EIFRLE,

£9], =X YSARME M UXFTEXIRY H HE
2 FXorl Uk H U2 s 299 MY HolEYolA T &

B UK, 139 ME AGYOIHZ THE ADHY 4%
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oLk, Ol triple system@2 40| Eo| Ut AW, xI|o| XH2SO| MU £
oM WAO| WX oh XX} YUY W o2 Ayo| TEE XXto| HUCt, ME HloJE
WYX i BI|MoE XtZo| 4Z(level)S Holoto] 1o ohHM 31Jf MIEjQ] X}
2E SMojN 2 MEQ| [CH(feedback)e X1 UTH FY MEQ Iryoje o
18] 2t ME{S w2oto] HlojEjHlo|Ae] XtZet 50| I|Z(hard copy)d UXo oI
Sustn Yct,

f

<KCACD 2 EX 2 =32 C 22 25 GUIDE
BOOK
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CRCD SEZ=Z=2EE

BRI} OI apEr
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Ly ol 2ad ot o=
s mtis
e e 2 =D D mAID ]uiJg
Z=xi=]
2t A 2poITE |
21 Apes |200‘6v;9v£14v£

1% 7. CRCD 38Z2EE S52 {8t GUIDE BOOK

4.2.7. CRCS DB(Clinical Research Center for Stroke)
HEF AdUqlE

HEF YHAFMHYME 471 HEF ¥XE U2 o= ‘CRCS(clinical
research center for stroke) registry'ste #XSEXI2E {AH0t1 AY. 2006
H 5% ANEE o FEANIE 20159 582 FRAMHELE = HIIUY AYo|.
201049 8¥Z JIHLE 657 HiEgUL 7oHe] FUHHCl FostL ‘}12"1,
29,5539 Xt SEEHUC. FHHYU GXts Y 7Y OlUofl WA Yt ¥
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RUIEIAYY UMHPMEQNE HZQ FOEAMTH QUAESL UMY S¥L
;; 2

%ot BEIE UsX|E Ofd 3 QPHet Xzof ofet 2HE HEdtLXt W FOiH
AUEA  wXe oI ITE'KORONA(KORean Observational study

Network for Arthritis)'2te ¥XSENAIE A=0td UM, GP%8XH= 19874
ACR(American College of Rheumatology) ?I&2 UE0t= JFOEAUEE AUX}
% ROFEA Yo HIQor FUst ROEJANMAOT XIHSH $UXIE2 M= 24719 tffst
ol Fofsto] 20099 7HRE FTEXR AxZ AMESIAH. 10d°] X4 20104

NOZ URISEDL FHN

J

o ojZo|Y HYo|ct, SEXEOIE ANSH(HY, Uol), MY, P, HASY, ¥
o, MEE, 4WE SO UL Arfl FOEIABTHD ALY Y, £, o I|
YOl EUECL CE0| 24/UUY, FAMI AFNe™ S0l oy uE,
DAS28, HAQ, EQ5D% 22 ¥HE U 49 X XE, 131 %2 ¥ AMAHO| T
WECH oA SIY WR: WY FMBOD]| HU, IYH XIS HYOR oo

[o R 1o

=

“UFHIM"E M5, ®XISO| Xt al &S R
Ct. KORONAE #EYIIAT R HEXUSE 3 FTSALHS EEYID XHYI|IUYE
S HEEE A HMS U= T =S HEY = AUs UEH FRUEHAUEY
Xtes AAHolR & + UH.

oler &M MEsEX[N|(biologic agents)E A8ote FUFEHAHUEEF UXE W2
2 3t KORBRA(KOrean Registry of Biologics on Rheumatoid Arthritis) &
ENAE 0t UM, KORBRAE: o MEUHH|YE AMUH SXE UYCZE 2
pop QPO tiYt FEH XEE XZAOIE FHIN WSUHMME MZO| AXSt: &}
=2 H2E web2 T MYPHOZ X2 E +Hde ZXI|ARE(inception cohrot)
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YEIZ Uelo] FRED 2011H8E 2AxMOZ Ty ofFo|ct,
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A>uaby BUIIBIOGD]|0) ADIYF DI PIsO-dUIPINT [PUCIIDN

DTS 9Bt SEAM TE KIEA

4.3. 3 UY

4.3.1. Surveillance Epidemiology and End Results28)

SEER(Surveillance Epidemiology and End Results)e O/ €& X|HojA<|
AdFol it HXNFEXNEE WU FYS oAY. 19739 1¥ 1UREH IYEAF
oo|¢et, wHAIR, {E, off0] 1211 CHERZROIE, MIOAAT, QIWCEY LA
X¥E HIYORE XIRE RO AL, 1974E0M 19754l ofEHEe =
X|9t 13-county Seattle-Puget Sound area?l FZIE|¢1 19784os ZXX|o}
%l 10 predominantly black ural counties?t FIIEIUL. ©]°iA 19804E°| °f
XY A AGAUSO]  FIEHUD T ok w2EAUX, FOIX|fiYy
(1974-1977, 20014 XEA9)et wXX|(199-1989, 20014 X&), FOIES
3(1973-1989)7F SEER EZI3Mof| AI[oICE, 199240 SEERE LA2H MIZHA|
239 San Jose-Monterey X9 GZO Us 471 TAE FIEC2MN S|An{Y D}
z FURZ TS HUY. 200190 AEI|FA H2ELOIF UHX| TAS
DX TSRO, FXX|eF FOIX|ofLtTr THAl BT £, d21d 2010E%e =
XopF9 HE LEAME ZUAPIEE 9RorRY. ¥X  NCI(National Cancer
Institute)@?t CDC(Centers for Disease Control and Prevention)? X2

urn Tk (<1 8>AX).

rlo
k>

- SEER Area
Funded by MNCI

[] SEER Area
Funded by NCI & CDC

12 8. SEER registry2to{ X|n} X|47|=

28) http://seer.cancer.gov/registries/index.html
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E2, SEER EHE #XNSEA4=S X@2 HIY Zo| #ZH o
ABEOReY, <B 14>0k 9

o A/QAFW WXIAO| TS WY HaOIHLL,
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n
m
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=}
Hu
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=
H
o
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AN
Rl

* SEER 9 Registries

Atlanta, Connecticut, Detroit, Hawaii, Iowa, New Mexico, San
Francisco-Oakland, Seattle-Puget Sound, and Utah
» SEER 11 Registries
: SEER 9 + Los Angeles, San Jose Monterey
» SEER 13 Registries
: SEER 11 + Rural Georgia, Alaska Native Tumor
» SEER 17 Registries

: SEER 13 + Greater California, Kentucky, Louisiana, New Jersey
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Mnieing ol

SEAMA 7= XIEM HE

H 14. Number of Persons by Race and Hispanic Ethnicity for SEER Participants(2000 Census Data)

Aﬁ?&”%?” Haablan | Other | Two or
Total White Black Alasaka Asian /%agifiac Racee R’\g(()ZrGGS Chinese Filipino |Japanese| Hispanic
Native Islander

Total US 281,421,906 | 211,460,626 | 34,658,190 | 2,475,956 | 10,242,998 | 398,835 |15,359,073 6,826,228 | 2,432,585 | 1,850,314 | 796,700 | 35,305,818
Total SEER 79,021,933 | 53,167,179 | 9,128,962 | 1,058,635 | 5,505,399 | 281,456 | 7,126,042 | 2,754,260 | 1,286,717 | 1,281,236 | 568,628 | 14,475,947
SEER % of US 28.1 25.1 26.3 428 53.7 70.6 46.4 40.3 529 69.2 714 410
SEER 9 % of US 9.5 9.0 838 13.2 194 456 7.7 145 219 25.3 37.6 78
SEER 13 % of US 13.8 1.8 1.9 21.0 35.0 54.4 24.7 23.0 404 442 55.7 21.8
SEER 17 % of US 26.2 234 22.7 31.8 53.3 69.8 458 39.5 56.2 68.9 71.0 404
Northeast

Connecticut 3,405,565 | 2,780,355 | 309,843 9,639 82,313 1,366 147,201 74,848 19,172 7,643 4,196 320,323
New Jersey 8,414,350 | 6,104,705 | 1,141,821 19,492 480,276 3,329 450,972 | 213,755 | 100,355 85,245 14,672 | 1,117,191
South

Kentucky 4,041,769 | 3,640,889 295,994 8,616 29,744 1,460 22,623 42,443 5,397 3,106 3,683 59,939
Louisiana 4468976 | 2,856,161 | 1451944 | 25477 54,758 1,240 31,131 48,265 7474 4,504 1,519 107,738
Atlanta 2914587 | 1,588,734 | 1,039,151 7,030 123,117 1,350 100,263 54,942 20,863 4,592 4,027 229,427
Rural Georgia 119,588 63,917 53,603 209 334 24 740 761 25 49 17 1,840
Greater Georgia 5152278 | 3,674,630 | 1,256,788 14,498 49,719 2872 95,286 58,485 6,558 6,395 3,198 203,960
North Central

Detroit 4043467 | 2,784,071 | 1,011,038 13,375 101,386 979 45,190 87,428 17,396 11,864 6,312 118,641
lowa 2,926,324 | 2,748,640 61,853 8,989 36,635 1,009 37,420 31,778 6,161 2,272 1,474 82,473
West

Hawaii 1,211,637 294,102 22,003 3,635 503,868 | 113,539 15,147 259,343 56,600 170,635 | 201,764 | 87,699
New Mexico 1,819,046 | 1,214,253 34,343 173,483 19,255 1,503 309,882 66,327 3,979 2,888 1,964 765,386
Seattle-Puget Sound 4,045,707 | 3,253,688 169,042 57,340 289,373 20,679 94,541 161,044 54,050 60,259 30,762 213,215
Utah 2,233,169 | 1,992,975 17,657 29,684 37,108 15,145 93,405 47,195 8,045 3,106 6,186 201,559
San Francisco-Oakland| 4,123,740 | 2,340,035 | 396,908 22,635 791,663 26,243 338,983 | 207,273 | 346,093 | 204,241 | 43,207 733,249
San Jose-Monterey 2,393,183 | 1,356,968 65,282 18,629 464,406 8,043 367,498 | 112,357 | 120,099 90,418 32,708 685,372
Los Angeles 9,519,338 | 4,637,062 | 930,957 76,988 1,137,500 | 27,053 | 2,239,997 | 469,781 329,352 | 260,158 | 111,349 | 4,242,213
Greater California 17,835,387 | 11,835,994 | 870,735 215,094 | 1,303,944 | 55,622 | 2,735,763 | 818,235 | 185,098 | 363,861 | 101,590 | 5,305,722
Arizona 255,879 - - 255,879 - - - - - - - -
Alaska 98,043 - - 98,043 - - - - - - - -




4.3.2. Alzheimer's Disease Registry29)

ADR(Alzheimer's Disease Registry)e 19884 1% 1UHE South
Carolina(SC)°ll ##%= ADRD(Alzheimer's disease or related disorders)
g GE AXH(ICD-9 IE : <H 15>FZX) 150,853FC tist o &XFH
Xrzo|H, 20079 1 1Y AMHC=E 63,834%Y MEAXEO digr FHE {XIot1
UL},

I 15. ICD-9 Z=0j o/t ADRDe| &

T2 ICD-9 ZE= U
290.0-290.3 Senile or presenile dementia
Alzheimer's disease 290.8-290.9
3310 Alzheimer's disease
290.4-290.43 Arteriosclerotic dementia
Vascular dementia 435-438 Cerebrovascular disease

(with a demential code*)

Both Alzheimer's disease and
Vascular dementia

Mixed dementia

291.2 Alcohol dementia

292.82 Drug-induced dementia

2941 Dementia with other conditions

331.82 Dementia with Lewy bodies

Dementia in other The following conditions are included with a mentia code*
medical conditions : .

310.1 Organic brain syndrome
331.1-331.9 Other cerebral degeneration
332.0-332.1 Parkinson's disease

3334 Huntington's disease

042 HIV

ADRDZE ZXIHE #X[9 65%7F LXso| HAXFOW, 16%7F HEFL2=Z Q%
X0, 19%7f H& frgRetn HAHE XHE XD UANY. 65%7F /gL,
32%7F OtZ2FtH| O|=mQU0|UL, TESGIO|N HAKX| 39%7F 85M| OI4OIUH. ADR
2 YYUXEE HIROIq BUAPIIE, U HXH L, Fa¥, memory clinic, X}E
abstracts, vital records, 7129 X|g@7IE ZUSH Y X8 HR0tD UHY

<d¥ 9>,

29) South Carolina Alzheimer's Registry 2009 Annual Report
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Auaby BUIIBIOGD]|0) IDIYFDIH PAsDY-IDUIPIAT [DUCIION

IATE 25t SEAA PE XIBM L

Long-term Care

%.C. Emevgency Evaluations 5.C. inpatient
Departments Hq-ﬁpllnlirnrlnnr.
mEuIH““h Medicaid
Ini Pscoeds

South
Carolina
Unigue
Identifiar

Reae .- Registry

Algormthm
To Remwes
Duplicates

South Carolina
Alzheimer’'s Disease

"Duplicates occur because individuals often nse more than one name, social security
number, or other identifving mformation when nsing health or social services.

12 9. South Carolina Alzheimer's Disease Registry, 2007

olz{gt YASIO|Y Ugto| g URISEAE PR SML CreM 2Lt

* ADRDQ #X59 X0 =&
e ADRD9 AHEAUXSO Giet foster A

®xf ADR2 South Carolina 4igt? Arnold School of Public HealthE %%
o2 o3 J|U(SC Department of Health and Human Services, SC
Department of Mental Health, USC School of medicine, SC Office of
Budget and Control)9 #aH2 F fXI=1 UG,

4.3.3. European Liver Transplant Registry

European Liver Transplant Registry(ELTR)E 19859 MunichollM JH2|E
European Society for Organ TransplantationolX Z/d% A0 ©-22 A ZiX|

2xg Jpu,
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ELTRE A 24 9o Q3 3270 Zto|Al MED}H &ojot] =D ®xe ol BE
QU 2A0A MED} HofBID YCH25M SHITNY 1459 ME). SEXEO| EyH

2 IR, 20 LKLY W4 X, 20jAle] I|&H

Xtgol et 2M2 IYYOlE MEQl The hepatobiliary center of Brousse
Hospital(Villejuif, ZZA)0] 9ot AL, IHYOIE MEQ FQ HU2 Xg9| 4
o Xtgo & A9, Xtz 2Ao|Y, Xgo| HHOEs A 2Y o|FoX|H, AUYIOIE ¥
ole ZY%E ZHO|X|(http://www.eltr.org)l Aot UCE,

XZ AL O HED FHBA(follow-up)’ $EOZ HBto] O|ZO{HLE, 2
o

]
1=
4
M
1o
=43
o
=
= o

oMo TR HSFT 2t HFXI| TSt X2, O|A 28Xt
WOl A XHZ, AOMQ FR JISH ZW, £7| WK So|Tf FMUY gEo o
Rto| x¥ Yo WAL YO AW HUQ, oMM, HALHO X Sof It Ui
o HUEICH XI2O| UM EOI7| O] ATUY FAT MYMI JHaroto] ME{o
HFOID YO8, X MATE HIOP| Yore] YHE XEE WARS Hlmots B
2 T O XFEO| WS ool SUH YUS SYHD UOH LRA ME
W22 I audito] OIFOITICH, WXTX| 793 MEO] Uit auditol O|FOIHo X}
BEIY U SABMYY XU Yot FIIN YIS ALt YCk,

ELTR Xtg9 ©o|g2 ELTRY #9941 U= MEQ European Liver and
Intestine Transplant Association(ELITA) 3¢9 2 H|$tECt, XfEE O|got1X}
g Fe MU Xtz QFME HIEOIYOF oY, =39 MIHUZ ZYUTt =FAde| BE

oo ELITAZF 295| =, #®XMX|] Lancet, Transplantation, Liver

Transplantation § @2 dEHX =&°| A= AY.
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4.3.4. National Cardiovascular Data Registry

National Cardiovascular Data Registry(NCDR)2 M@#Ee #UX X|g9 X
= YA Aol BE, XA, ZPEFE Mo, B Y AYS Lo, XX g
o XgdUE POt AFE XAl S USO[Y. 1997¥ American
College of Cardiology?l “ACC National Cardiovascular Data Registry”
(ACC-NCDR™)Z A|XoiHA AXE|D, @ 2, 20071 ©44e #Helo] NCDRY| #
oot Ak, E3t, ACTION Registry®-GWTG™ (IY¥ STEMI/NSTEMI d2
P4 #Xf), CARE Registry®(dsY 2AHEYQ FUMYNEHE), CathPCI
Registry® (ME7tHIEIHUY PCI), ICD Registry™M(MLeHNXMF?I) IMPACT
Registry™(‘gdat Ao0pe] MM HFH)A HUoore HXAE=Q PINNACLE
Registry®(F2I0te H3d ME2)2 21U (practice-based registry)? XA
E2of EHEO UH.

20109 FQ¥uU=E 20109 11¥ APraoiM g OFHPEEY 99
(American Heart Association’s Scientific Sessions)?lAl NCDROM 754 EH
10718 Z@ot 19719 %20 WHE|QYOD, ACTION Registry—GWTGOIA Tt
It B/242 WY, EY, CathPCI Registry®E 20104W SEUXIF Margo|

%00, PCIE YRS 50 A&FH FH MY AUS JAMACI WEOICE,
E

4.3.4.1. ACTION Registry®-GWTG™

ACTION Registry—-GWTGE M|, STEMI/NSTEMIE 71 o9y &xjo| H
o S8HIBMS P duURte] £4, XEef 1 FJUE FIIOPT| AU ZIFZAAAS
= US| o, =W, WSEFAM A 21 UsXY AU et Fof
U BMAUR Y] Kgget IS HHLOP| ffo(%, UXROE FHYHIFMUXIS
o QFHE FAPIE AFE AU L3S FXAZIP] A%t Bristol-Myers Squibb
2 Sanofi Aventis PharmaceuticalsAte] F¢o2 TS0},

S8 s ZIEZ GE YHFTY Gl 38 HY8 FTHLE HYHYU STEMI/

NSTEMI®| £7| FEHE D 2442t Yol Yt UXto|n, SEpAe wa 13 2o,

Z ol

ojm
tH o

1o
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4.3.5. National Diabetes Registry

National Diabetes Register (NDR)Z 1999 1¥HE 1%, 2%} UMY T
=Y XEE A A&UZ Argote ©XO| AW YHE DHSIACE. HXAE Axe
M2 Usd ZEY TR M2 FHOl Hitt BEE =T, A& 2AEY Tk

¥ T AUMUME AFE WO Al Moo= JpFotd XY BE FE
S2 HIFOH, o9 WS FUEIIo] st v PR ogMH[A XFXiet I|Y
SO FEE HFotel, 275U T DYEHTZ S XU HYolH.

SEXRE O, T4, 84, 24Y, FHF, ITF UFUAX| EYA AEFY ofd
Ci(Torres Strait Islander)?X| o8, Tk F7, HHY, HUHI|H, QAsQ
AEfY, Toor oA G QAFERY FEY PH T2 TESIL UM XU, Tkt
Xto| U™ HHEE £HOHX| ¥,

O NDRQ HHEE Ar8otd HUH, 25099 AP HoH|gnp x|
200E39 ARG 160¥37t FIF & o2 1,000€29 XtgX{2jH] §2 X|=Sjiof
Ll

YIXAEZQ 2ot 2008 WHI X0 TE2H IFOM OfHO| 1% TxHol
A 3% 5ot ATk, E9F, 20009 ~20069 TF OO 1% Tt WHE
2 20069 Q7 10T ¥ 23WO= 200019 199WEY IH =OIFl AO= YEGH

Ch O3 OfX Wt €IS FHOXE Rotd Uct.

Jio
>

=

re o &

4.3.6. The National Oncologic PET Registry30)

The National Oncologic PET Registry(NOPR)E 309l 2|&0] & il
MEEX] ¥UE  PET(positron emission tomography with F-18
fluorodeoxyglucose)?| HMZHUE HLs X} St= the Centers for Medicare
and Medicaid Services(CMS)®Q| H|¢tog JAXE|UCE, HIHE o[ UM <A ¥
2 95 HFXII PETY F¥2 B2I0h2| gt A IXIAESQ Xt2& HZ=oIH wY
Aol &Fo| O|Fo® £ UY. NOPRE CMSE 98l ©] YX|AEZE &x3tD U0,
AMI(the Academy of Molecular Imaging)? XX X|¢& @1, ACRIN(the

30) http://www.cancerpetregistry.org/
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American College of Radiology Imaging Network)Z 539 ACR(the
American College of Radiology)? #=2E @u U

NOPR2 X2 ®X HL3jo] $4X F CMS #52 UX| ROtz 24
HEot= PETY ¥E2 F2I012] A% Ho|o. Xt2&= FDG-PET H+ M¥ol A&
A2 RE SHEY, MAo AMI XpgIf PET AWM 30¥ °JUiol NOPRO BEug ¥
L, o |un YA oAtz oo tis] #g W& = U

NOPRE 20064 5% 8UHEH FAMMOZE UXFES AESIAY. & 3@ T 10
o] He XL FEEUL, NOPR EXXIE2 Uux Ao PETY 2 FFU
R X WHSIRG. ol Aol 2%, NOPR F£XX&2 CMSl PETY
028 Q41811 (2008Y 3¥), CMSe M2 XgHeo oist F™
WHOIAUCH(2009'H4A3Y). M2 FHoMz YEXtQ XI|HYIIE ot PETY X
HAS A B HYQ YW FAX|E W YN LYot 1Y F2 HE
oM ¥4 X|g M2 HYIIE oo PETS AE2 OjM9| AXIr SA" AdAgoly
YIXAESO TEEUS FLAYU CMSOM HFH Z=H. NOPRAIME old & 52
S S+ PET AWM MUY JIIE Yot XEHE AL Al CMSY 52

0 Lo L,

o] AXIFENAOl= CMSOl HI§S H & + UE I F PET MES Z&E F
ot HOE U¥Y + AN FAStUX of= J[#2 the Facility Registration
FormZ Z=Mdst HIPAAQ Business Associates Agreement(BAA)2t ¥
NOPR 2%°| H&3stct. NOPR2 2|9 IDE H{i%gstl 7| FEH[ A3z A
g Y 82 2.

UXSENA WXt WOl FAXOIHM, X HOHO FMYM s g2 B
E U4 RE FYSN YT PET AWM st @XE o2 3o, UuXt

=P

ET A MY X2 2HYM 4ol SUofof St

of

ot
|:|

.l:.
.l_—_9

oo

oF Mo
0

=

=

r.

oo Mo JA

[1[]

do

o

fllo

1o

£ @Xte] X}t NOPR HIOIE{HO|A0] UZHEM, NOPR X2HS 3] Jjo| §
Ol MOIITE CMSOl HTE ¥ 4 YUTh M| NOPR YAIE 4N &1
EFE SO WAl MEHE otz 4 Ut

HAE WOl /LY J[AU2 HXAEY XY, & NOPR °[H. NOPROAr A5

Mg ool ANEE XBE AGOIDA ¥ U UK Yy oAre Fok WAl

ACR IRBE ©[2{3t XIZE Ar§olo] ATE 2OIEE o= &F $AUS XD YTt
Mg AO| | AO| A S AP FAY 4 YOO NOPR ¥5 HOIS

IRB 4910 87X 9ch. CMSE AFE 9ISt ¥ 9T RO, UFXNoz



HILE 2YoXe Y=, NOPR A1 UXt= NOPROIM %&= AT JFHOE=E
1S9 FEIF AMZElE Ao o FoASAHY FASK ¥ == UY. NOPR FX{Xpo|
ot AMGE XIEHZ QX AUKXtRp ATl XtgARE FHY WU AP SoiE + UM

JEE 780 oE Ho J|H2 X IRB HoE w2 £ U:sHl, U8 IRBE
WP UAOE TJ|UM £Yot= ZE Al HitH EHE HAYE 7 WEOIH. L
NOPROIME O Z=2MAE FI| 2t =7E XHFoII: AY. The Office of
Human Research Protections(OHRP)2 A14Pgx} BT E 23 NOPR E=2NA
g dogit, o mf, ME bt DHHS #%2 olgett. 247t Ue HEH IRBe
OHRPOl 9% + UH.

4.4. MAHE

2 A7 WX 75299

X ALt

R, PSSAAE FHUCHE WS YL UM, BN XYY = WRE ot ©
M X[E 1Z OOl AGBIH WRAH 2H 5 WUH Huo| gt &
o HEIL O|20{X{of @ Ho|ct,

SN, URSSHA X0 ZHY YOI XA AQUO| UOLS APHo| Here| 3
WO APYO| WAL & QU= BYS oYoLolof Bk,

N, FHE XBE SO WH LFEDL XEI WA AROM HEO| ¥gHoN
4 UEE o= woro| Opo| mooiTt X, XEO| UEEE FHOH: wore
nfio| WOt X2 WEES FXOP| YHME XIBRE IOl Yt £
4 Mg Fo ARQ| MIAEE wHoH: Ho| [UHCIE TR, O|F 9o}
o EHOX|S PO XFB PRIl U FEE Mot X 52 DAY
£ Tt EO AHTQYYULES MK, 2FOIO| AWHO|D FYOH XBI ¥
SEISZ OLoof Y},

YN, PXISEAAE Ol§T HUAT WHUS ot X2 WINL tgo Y
ARRLSO| BEATY SHWE IHY 4 Y& DY T2IUY HF P W

=
LS AV TGO BF Y340 NN 5 HIN 0| WRY ¥ HOZ A

=
o
rIr
_>,|.
o|n
E
=
=
re
>
]
iy
1=
rulo

$o1] T129| A|

Ade Ea0

52
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5.1.1. YA E et AGSEHA =5 XHM HE

2 Q7L QaUR MYl TE WXSEHA TR SO YATY TSt W N
DE 0[] ALXF FHQ XIMME o] 9foro] AREIULL,

HH XM WEHUAS ZWOP| Aotol JZQ HUAIE Yt SEXEIS B
SUS HMOID EMOCE o F 2 AL 09 AHRQOIM XIFY 'Registries

for Evaluating Patient Outcomes: A User’s Guide' 2mg J|x& (o I|ZE
U =X Yol Yt XpRE HAUS GJoALE A SENA = XHME Y
ELNCHR

XEMs HXGSENAY XY &9, B2 FEEULH, UAXFTENA F=0p A
SHOIME 671 (1. 4o UXFTEXR,; 2. UXNFTENA = A 23AY; 3
UXSENAIL 2, 4. NF AWE FoOIM SXFTEXRL EE; 5. XNFENA Xt
2Y; 6. A7 ¥ A& A{H)0, 2FA BAAAME PHY F(1. ALHEE 2
op e, 2. XEaHY 2 oS, 3.0 {oAEl STUY HE; 4. XpEQ FMIp ojM)
O, Botet HAUSIAME 1Y (1. LXFENAIY H BIH)o| FYEUY.

5.1.2. 4o E ot AXNSIHA 15 UG

WY YBHOE FH-2YHL Y= WASEHHY A2y
ofo] I URSENH F UFA Y UIFMT wyol of

—
UXSEAA, ST FA M2HM
o

2 T AAMNE 52 ¥
ot SEAAY AOHFY

5 S293, Clinicaltirals.govg &4
SFACH ETH I 1170 HEAYW YGSAFRMEDT Az 2F9t A= EXNFENA F Y
BdMEEE A AHRMES] [RIS-DES Registry?t 7| =af/d&et A MIE Q)
COREA®2} KOLD, ANOLD 1st. Registry, 2% Tt AJATMEQ H2ET kY
XA E, LgX| AMAPMESl CREDOS, HEF UJATMEQ] CRCS DB,
UIMEH USAHAME Q] UIMET G |3 HYN JVE UL YIS MIEQS

Cf. 21 Surveillance Epidemiology and End Results(9]=)2t Alzheimer's
Disease Registry(@l&), European Liver Transplant Registry(£d),
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National Cardiovascular Data Registry(Ol=), National Diabetes
Registry(¥F), The National Oncologic PET Registry(0|=)E T3t =9 &
XS ENACN et A& E MASHA,

A2 2o UXFENA =2 TP HE, Xm A {HA et APH =9, K=
g FAYR Ui, ThEOF §F W TEH OfHY| tfer AAPHS TEIIAY. ¥
k-]

XS EHA A= Al AP OIS AJAFEO gt 13t TR,

Ao ofo)

Qa|Lpate] Mol Y WRSEHA FHS $U YUATY WyUL B HIES Yt
ALt FAO XAM UHT WXISEAM A BN SO YUATO AAY ORuL

olofo NS 2 A9 ool crga 2Lt

R, & AFNM LY XM= YA MI UH WEIY =2 YoAS
ofo] MIAEl= AR FHY XHME= FHAM oIt UL,

M, 2 A7= ZAUAFLE A VXUSEAA R XHM HES S0 UUUZ
19| =29t ©YS AEP R Y A= FHAM oI AH.

A, & XEME YuA+o B HLE Aot EALAM ZO| WS H2 HIE
i YHETE 29 Oigt 2-S HEorAH.

U, QoA BHUAE A0 SHOIYOF ot JNAPHETY FRPA A&
2 HEordH.

CHAM, HXSENA AEIEME T XSENA 5 A D3O[OOF ¥ AAPES

EEOIAY.

of
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XM N Al ALgXte] OIS §7] U WY FUO AR MK 2oRY
CF. WY FHO AR HAL ALSXIS Yol TSt OjFNL S8 GOl 7|
oig Zoja} ALREIC,

BHATZHO YUAT WAV F=OP| Yo FHH ARYHUE| XA}
TOIYCE. BHAPIL JNE HISAL UNEIGES FEY £ Y YHEY
2 WHE 2HY W GO JIoY & UL O AREC

AT WS QUoto] At XFB AN TS PHIH WHED WYEx|
o AJIL OIZOIECE, 2% AR AHE U YUATY WY MK o
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xpo| Aghe YRt 2340l JjolY 4+ e ol

£ o A 8
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Aumy,
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S SN O|F efHOP| Uoto] AW L3 U o

SOl OO FROF fAS EYCH HerEl X|HMQ| w0 WEY HOZ ARW

--

HEALZMO AAES IBY = UE UYL AFYHE U FHCY
UoH HAH X|HMY ol ELorH.

2% Xfr AAHIE T GUALAY LGS O 2% Xjm AA|QF UTE A
N UHJleH Argol tigt o] ERY NOE ArgEM,

I

uin
Mo

HUAT 2D UG UN| ATE LYOID Y= ATKIY YHE M2,
WY S BHS A AL GOt YIGE XK Q| Juo] W ojrt
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<World Medical Association Declaration of Helsinki
: Ethical Principles for Medical Research Involving Human Subjects>

Adopted by the 18th WMA General Assembly, Helsinki, Finland,
June 1964, and amended by the:

- 29th WMA General Assembly, Tokyo, Japan, October 1975
35th WMA General Assembly, Venice, Italy, October 1983
41st WMA General Assembly, Hong Kong, September 1989

48th WMA General Assembly, Somerset West, Republic of South
Africa, October 1996
52nd WMA General Assembly, Edinburgh, Scotland, October 2000
53rd WMA General Assembly, Washington 2002

(Note of Clarification on paragraph 29 added)

55th WMA General Assembly, Tokyo 2004

(Note of Clarification on Paragraph 30 added)

59th WMA General Assembly, Seoul, October 2008

A. INTRODUCTION

1. The World Medical Association (WMA) has developed the
Declaration of Helsinki as a statement of ethical principles for
medical research involving human subjects, including research
on identifiable human material and data. The Declaration is
intended to be read as a whole and each of its constituent
paragraphs should not be applied without consideration of all

other relevant paragraphs.

2. Although the Declaration is addressed primarily to physicians,
the WMA encourages other participants in medical research

involving human subjects to adopt these principles.
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. It is the duty of the physician to promote and safeguard the
health of patients, including those who are involved in medical
research. The physician’s knowledge and conscience are
dedicated to the fulfillment of this duty.

. The Declaration of Geneva of the WMA binds the physician with
the words, "“The health of my patient will be my first
consideration,” and the International Code of Medical Ethics
declares that, “A physician shall act in the patient’s best interest

when providing medical care.”

Medical progress is based on research that ultimately must
include studies involving human subjects. Populations that are
underrepresented in medical research should be provided

appropriate access to participation in research.

. In medical research involving human subjects, the well-being of
the individual research subject must take precedence over all

other interests.

The primary purpose of medical research involving human
subjects is to understand the causes, development and effects of
diseases and improve preventive, diagnostic and therapeutic
interventions (methods, procedures and treatments). Even the
best current interventions must be evaluated continually through
research for their safety, effectiveness, efficiency, accessibility

and quality.

. In medical practice and in medical research, most interventions

involve risks and burdens.

Medical research is subject to ethical standards that promote
respect for all human subjects and protect their health and
rights. Some research populations are particularly vulnerable and
need special protection. These include those who cannot give or

refuse consent for themselves and those who may be vulnerable

- 121 -




g

TITE 93t SEA P& XIEA

10.

to coercion or undue influence.

Physicians should consider the ethical, legal and regulatory
norms and standards for research involving human subjects in
their own countries as well as applicable international norms and
standards. No national or international ethical, legal or
regulatory requirement should reduce or eliminate any of the

protections for research subjects set forth in this Declaration.

B. PRINCIPLES FOR ALL MEDICAL RESEARCH

11.

12.

13.

14.

It is the duty of physicians who participate in medical research
to protect the life, health, dignity, integrity, right to
self-determination, privacy, and confidentiality of personal

information of research subjects.

Medical research involving human subjects must conform to
generally accepted scientific principles, be based on a thorough
knowledge of the scientific literature, other relevant sources of
information, and adequate laboratory and, as appropriate,
animal experimentation. The welfare of animals used for

research must be respected.

Appropriate caution must be exercised in the conduct of

medical research that may harm the environment.

The design and performance of each research study involving
human subjects must be clearly described in a research
protocol. The protocol should contain a statement of the ethical
considerations involved and should indicate how the principles
in this Declaration have been addressed. The protocol should
include information regarding funding, sponsors, institutional
affiliations, other potential conflicts of interest, incentives for

subjects and provisions for treating and/or compensating
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subjects who are harmed as a consequence of participation in
the research study. The protocol should describe arrangements
for post-study access by study subjects to interventions
identified as beneficial in the study or access to other

appropriate care or benefits.

The research protocol must be submitted for consideration,
comment, guidance and approval to a research ethics
committee before the study begins. This committee must be
independent of the researcher, the sponsor and any other
undue influence. It must take into consideration the laws and
regulations of the country or countries in which the research is
to be performed as well as applicable international norms and
standards but these must not be allowed to reduce or
eliminate any of the protections for research subjects set forth
in this Declaration. The committee must have the right to
monitor ongoing studies. The researcher must provide
monitoring information to the committee, especially information
about any serious adverse events. No change to the protocol
may be made without consideration and approval by the

committee.

Medical research involving human subjects must be conducted
only by individuals with the appropriate scientific training and
qualifications. Research on patients or healthy volunteers
requires the supervision of a competent and appropriately
qualified physician or other health care professional. The
responsibility for the protection of research subjects must
always rest with the physician or other health care professional
and never the research subjects, even though they have given

consent.

Medical research involving a disadvantaged or vulnerable

population or community is only justified if the research is
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18.

19.

20.

21.

22.

23.

responsive to the health needs and priorities of this population
or community and if there is a reasonable likelihood that this
population or community stands to benefit from the results of

the research.

Every medical research study involving human subjects must be
preceded by careful assessment of predictable risks and burdens
to the individuals and communities involved in the research in
comparison with foreseeable benefits to them and to other
individuals or communities affected by the condition under

investigation.

Every clinical trial must be registered in a publicly accessible

database before recruitment of the first subject.

Physicians may not participate in a research study involving
human subjects unless they are confident that the risks
involved have been adequately assessed and can be
satisfactorily managed. Physicians must immediately stop a
study when the risks are found to outweigh the potential
benefits or when there is conclusive proof of positive and

beneficial results.

Medical research involving human subjects may only be
conducted if the importance of the objective outweighs the

inherent risks and burdens to the research subjects.

Participation by competent individuals as subjects in medical
research must be voluntary. Although it may be appropriate to
consult family members or community leaders, no competent
individual may be enrolled in a research study unless he or she

freely agrees.

Every precaution must be taken to protect the privacy of
research subjects and the confidentiality of their personal

information and to minimize the impact of the study on their
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physical, mental and social integrity.

In medical research involving competent human subjects, each
potential subject must be adequately informed of the aims,
methods, sources of funding, any possible conflicts of interest,
institutional affiliations of the researcher, the anticipated
benefits and potential risks of the study and the discomfort it
may entail, and any other relevant aspects of the study. The
potential subject must be informed of the right to refuse to
participate in the study or to withdraw consent to participate at
any time without reprisal. Special attention should be given to
the specific information needs of individual potential subjects as
well as to the methods used to deliver the information. After
ensuring that the potential subject has understood the
information, the physician or another appropriately qualified
individual must then seek the potential subject’s freely-given
informed consent, preferably in writing. If the consent cannot
be expressed in writing, the non-written consent must be

formally documented and witnessed.

For medical research using identifiable human material or data,
physicians must normally seek consent for the collection,
analysis, storage and/or reuse. There may be situations where
consent would be impossible or impractical to obtain for such
research or would pose a threat to the validity of the research.
In such situations the research may be done only after

consideration and approval of a research ethics committee.

When seeking informed consent for participation in a research
study the physician should be particularly cautious if the
potential subject is in a dependent relationship with the
physician or may consent under duress. In such situations the
informed consent should be sought by an appropriately qualified

individual who is completely independent of this relationship.
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27.
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30.

For a potential research subject who is incompetent, the
physician must seek informed consent from the Ilegally
authorized representative. These individuals must not be
included in a research study that has no likelihood of benefit
for them unless it is intended to promote the health of the
population represented by the potential subject, the research
cannot instead be performed with competent persons, and the

research entails only minimal risk and minimal burden.

When a potential research subject who is deemed incompetent
is able to give assent to decisions about participation in
research, the physician must seek that assent in addition to the
consent of the legally authorized representative. The potential

subject’s dissent should be respected.

Research involving subjects who are physically or mentally
incapable of giving consent, for example, unconscious patients,
may be done only if the physical or mental condition that
prevents giving informed consent is a necessary characteristic
of the research population. In such circumstances the physician
should seek informed consent from the Ilegally authorized
representative. If no such representative is available and if the
research cannot be delayed, the study may proceed without
informed consent provided that the specific reasons for
involving subjects with a condition that renders them unable to
give informed consent have been stated in the research
protocol and the study has been approved by a research ethics
committee. Consent to remain in the research should be
obtained as soon as possible from the subject or a legally

authorized representative.

Authors, editors and publishers all have ethical obligations with
regard to the publication of the results of research. Authors

have a duty to make publicly available the results of their
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research on human subjects and are accountable for the
completeness and accuracy of their reports. They should adhere
to accepted guidelines for ethical reporting. Negative and
inconclusive as well as positive results should be published or
otherwise made publicly available. Sources of funding,
institutional affiliations and conflicts of interest should be
declared in the publication. Reports of research not in
accordance with the principles of this Declaration should not be

accepted for publication.

C. ADDITIONAL PRINCIPLES FOR MEDICAL RESEARCH COMBINED
WITH MEDICAL CARE

31. The physician may combine medical research with medical care

only to the extent that the research is justified by its potential
preventive, diagnostic or therapeutic value and if the physician
has good reason to believe that participation in the research
study will not adversely affect the health of the patients who

serve as research subjects.

32. The benefits, risks, burdens and effectiveness of a new
intervention must be tested against those of the best current

proven intervention, except in the following circumstances:

- The use of placebo, or no treatment, is acceptable in studies

where no current proven intervention exists; or

- Where for compelling and scientifically sound methodological
reasons the use of placebo is necessary to determine the
efficacy or safety of an intervention and the patients who
receive placebo or no treatment will not be subject to any
risk of serious or irreversible harm. Extreme care must be
taken to avoid abuse of this option.

33. At the conclusion of the study, patients entered into the study
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34.

35.

are entitled to be informed about the outcome of the study and
to share any benefits that result from it, for example, access to
interventions identified as beneficial in the study or to other

appropriate care or benefits.

The physician must fully inform the patient which aspects of the
care are related to the research. The refusal of a patient to
participate in a study or the patient’s decision to withdraw from the

study must never interfere with the patient-physician relationship.

In the treatment of a patient, where proven interventions do
not exist or have been ineffective, the physician, after seeking
expert advice, with informed consent from the patient or a
legally authorized representative, may use an unproven
intervention if in the physician’s judgement it offers hope of
saving life, re-establishing health or alleviating suffering. Where
possible, this intervention should be made the object of
research, designed to evaluate its safety and efficacy. In all
cases, new information should be recorded and, where

appropriate, made publicly available.
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