








19904 77} X| o]t

. 29 T2l
. YN oA AHR 72 FH 7|50 T2
. QBB E Cf7Lof 7| B SE
. Mol WEfME| Tt SR, 00 7| K3 HEHO 2 AT ofN
. HEJte| o) 7| A8 B EEHQ WE

Clinical Practice Guidelines We Can Trust. Institute of Medicine (US) 2011



 Underuse, Misuse, overuse
« 19704 L} : Practice variationO| O 2 A ZtSICH= AMAIO| K| 7|
« 1980 CH, EH A St A|= (coronary angiography, carotid endarterectomy, EGD
17, 32, 17%)
+ 1980 0|2 RCT & 8 =2 54%t 57t
o 0

o LiZFeARZE HE T

10
W
W
el
10
i
Mo
no
<
ie]
ook

Clinical Practice Guidelines We Can Trust. Institute of Medicine (US) 2011



| 4 realization

Klo
’r
ol
Hr

ol
104
Okl

Ok &

ol K
ofl «Ir

JIOl

<



= landmark

. 1962'—.j FDA Kefauver-Harris Act : RCTE s A=ERS

y 1%7?L._‘|IEH %f 1980ALH David Sackett, David Eddy, Archie Cochrane : 2|5f2| 25 M L&
d=rEed

« 1984, USPSTF

« 19904, Gordon Guyatt of McMaster University, XX 0] AR

« 1993, the Cochrane Collaboration created a network of 13 countries
-« 1999, = NICE

« 2000 Grading of Recommendations Assessment, Development and Evaluation
(GRADE)
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* integration of best research evidence
with clinical expertise and patient values.

Relevant

Clinical ; )
- Sackett 1996 - Judgment Evidence
EBM

Patients’
Values and
\ Preferences j/

Sackett DL, et al. BMJ. 1986;312(7023): 71-72. *———"/
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| EBM 7|
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—=H4d Explanatory Pragmatic trial AXaEg7id 4
RCT 2HEA

CIPVEE-! x| & 5 7} o|ALEHR} o|AlE  2o] BH
2

EBM, HTA, and CER: clearing the confusion. Milbank Q. 2010 Jun;88(2):256-76.
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Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
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t X| ®ECt: hierarchy of evidence

2= 2H= 5Y0
== HEISt= A0 OfL| 11 Fetdt= AO|L}: systematic review
O|AFAE 2 2 HOBE 7| Z=SHX| Qb0 7HX[Qt M2 &= & 112{510{ Of StC} .

considering patient value

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
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Cohort study
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Anirmal ressarch

\

I-witro research

Expert experience

Quality of evidence | Study design Lo er quality if™ Higher quality iff
High Randomised trial Study imitations Langs effect
- 1 sarous + 1large
- Jeny SEnous + 2wery large
Modsarate :
tﬁrm?ﬂm s response
- 1 senous + 1 evidence of a gradient
- 2VENY SETIDUS
Lowy Dbservational study
Indirectness Al plansible confounders
- 1 saricis + Wouldreducea
- Zvery serious damonstrated affact or
Very low + W ould suggest a
Imprecision spurious effect when
- 1 e results show no effect
- JVEny Senous
Publication bias
- 1 likely
- Tyeny likaly

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
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| EBMF2 &5, 7|0

« Cochrane collaboration

« GRADE group : GRADE approach

« Reporting guidelines

« Data sharing

« Comparative effectiveness research
« Overdiagnosis and treatment

* Trial registration

« Shared decision making

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23



| EBM next

« Several challenges
 Failure to publish, and indeed suppression of research results

* More efficient production and rapid dissemination of both systematic reviews
and practice guidelines

« automatized and text-mining software

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
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| EBMF2 9

. DS S/ M F ol oAl
« Systematic review with Cochrane, GRADE
« CPG

« Reporting guidelines

» Data sharing

« Overdiagnosis and treatment

» Protocol registration and Publicaiton

« Shared decision making

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
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Title and
abstract Identification
screening

Full-text

screening

Included

Brief Communication

Prevalence and methodological quality of systematic reviews in Korean
medical journals

Seong Jung Kim1{, Mi Ah Han2{®, Jae Hung Jung34 (&), Eu Chang Hwang®> &), Hae Ran Kim®&{®, sang Eun Yoon’ (&), Sec-Hee Kim27 (), Pius Kim? &), So-veong Kim2(E

Referencesidentified

from the KoreaMed Search Overall prevalence of systematic
\n=4.620) reviews in Korean medical journals
l Systematic reviews in Korea’s top 15

medical journals from 2018 to 2021 Journal
References screening —
.25 Study selection and data extraction —

l 2.8% (2.6% in 2018 t0 3.4% in 2021)

References sought for retrieval 5 - i .
(n=1786) | [ ] « Independent and in Methodological quality of systematic reviews

duplicate assessment
9.5% low, 90.5% critically low

References assessed

- More than 80% of the studies adhered to

for eligibility M ; . =T
7 ' ethodological qualit e
(n=178) - 2s5855Me Et_ et 4 === critical domain items including comprehensive
-3 == : =T literature search and risk of bias assessment
=« A Measurement Tool to \
Systematic reviews Included — Q Assess Systematic - Adherence of protocol registration and list of
R Reviews 2 (AMSTAR 2) excluded studies and its justification was less

than 15%
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J Korean Med Sci. 2021 Feb §; 36(6): e3o.
Published online 2021 Jan 12. doi: 10.3346/jkms. 2021 .36 .35

Current Status of Clinical Practice Guidelines in Korea

O1AFE - 2000 - 2009 - 201| 2014-2019

2004 - 2008 42 de novo 10.9% 36.5% 41.1%

Adaptation 32.6% 39.1% 37.2%
2009 - 2013 112

Hybrid 3.1%
2014-2018 125 ERUE/MBElE 565%  243% 186%

Hirs | 279




AR El 2HSF A A

| I—

2= HA | N | %

GRADE 44 B60.3%
OCEEBM|Oxford Center for Evidence Based Medicine) 6 8.2%
SIGM [Scottish Intercollegiate Guidelines Network) 5 6.8%%
Infectious Diseases Society of America 4 5.5%

AMEE Hilse MA

—

AN S2 M7 N | %
GRADE 48 60.8%
SROMIE] 2P AT A 0ok A 7 89%
Infectious Diseases Society of America (IDSA) 4 5.1%
SIGN (Scottish Intercollegiate Guidelines Network) 4 5.1%
American Heart Association 4 5.1%
O] = Agency for health care policy and research 3 3.8%
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GIN

Guidelines
International
Network

McMaster

University @

Courses -~ -

Lewel 1: Guidelhimne SGroup or
Famnel PMember Certificatiom
Course

Lewel Z2: Guidelimnes
Methodologist Certificaticon
Ceeouurse

Leweael 3: PAMaster Guidelimns
Dhewveloper amd Chaar
Certification Course

Leweael 4: Suirdaelimnss
Dheveloprment Credentialimnag
Imstructor Certification
Coursese
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c WS B/ M2/ oA}

« Systematic review with Cochrane, GRADE
« CPG

* Reporting guidelines

- Data sharing

« Overdiagnosis and treatment

* Protocol registration and Publicaiton

« Shared decision making

Progress in evidence-based medicine: a quarter century on Lancet2017; 390: 415-23
26



H 11 X| &l (Reporting guidelines)

St CIRRQIO) et M=, 225, M&E, A E, 2ot D50 S0] 7t0f ot=
LH-&0fl Chet X[ &

F2 HdelrE, B2E

. 70| W Zxe e ERY R2E
. 2749t ST HOF MBI S| WHE MEBThet RSO Fo|z B

Kim SY. Selective reporting and clinical trial registry. Korean J Fam Med. 2009; 30:923
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« CONSORT Statement (reporting of randomized controlled trials)

« STARD (reporting of diagnostic accuracy studies)

« STROBE (reporting of observational studies in epidemiology)

« PRISMA (reporting of systematic reviews)

http://www.icmje.org/recommendations/browse/manuscript-
preparation/preparing-for-submission.htmi
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L] IEENA FrRe =0i= D Daum [ 4o [f =Sioimpsrx|AlsE [ GDT — cuideline De: [ 0g0jd|2ed| (Airbnb &= vouTube

eauator Enhancing the QUAIity and  GUATOR resources
& €9

in Portuguese |

network Transparency Of health Soarnieh
Research

m About us Library Toolkits Courses & events MNews Blog Librarian Network Contact

Your one-stop-shop for writing and publishing high-impact health research

find reporting guidelines | improve your wriling | join our courses | mun your own training course | enhance your peer review | implement guidelines

Library for Reporting guidelines for

reporting guidelines

~

health research main study types
= B —— Visit the page!
e p{) rt|ng Randomised trials CONSORT Extensions gl .,.r
Ny =S8
B i . Cbservational studies STROBE Extensions GUIDELINE
The Library contains a comprehensive -
searchable database of reporting Systematic reviews PRISIA Extensions
guidelines and also links to other Study protocols SPIRIT PRISMA-P
resources relevant to research Diagnostic/prognostic STARD TRIPOD
reporting. studies
Case reports CARE Extensions & & Y @ @
Search for reporting — -
J guidelines Clinical practice AGREE RIGHT
guidelines
- Mot sure which reporting Qualitative research SROR COREQ
- guideline to use?
Animal pre-clinical ARRIVE
Reporting guidelines studies
2<% under deveiopment Quality improvement SQUIRE
studies
g Visit the library for
more resources Economic evaluations CHEERS

30
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| e Protocol (RCT. SPIRIT,
7 .
Ll systematic review: PRISMA-P)  Is itquality improvement os SQUIRE
research?
l No
fos | Systematic review: PRISMA ’
: ystematic review. : "
st seconcry research GPG: AGREE, RIGHT 15 it & non-comparative study? - Case report. CARE
| N | No
i % Yes -
Is it an in vive animal study? ARRIVE |5 ita within group Yo g
- comparatie sty No reporting quidelines
: g SROR | No
Is itan qualitative study? COREQ s 8T CONSORT
ls it an expenmental study? . NﬁT TREND
No ‘
. ) . Vs No
ls in economic evaluation CHEERS , Vi
= |5 it an observational study? STROBE
Diagnastic or prognostic Yos DTA: STARD
research? Prediction model: TROPOO
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I Journal Selection for MEDLINE

Reporting Guidelines and Best Practices

There are numerous resources available that can aid authors and journals in improving article quality. As examples, some resources NLM encourages journals and authors to
reference are:

s Human research: Helsinki Declaration as revised in 2013

+ Systematic reviews and meta-analyses: PRISMA guidelines (for protocols, see the PRISMA-P guidelines)
+ (Case reports: the CARE case report guidelines

Clinical trials: CONSORT (for protocols, see the SPIRIT guidance)

+ Animal studies: ARRIVE and Guide for the Care and Use of Laboratory Animals

For a more comprehensive list see the Research and Reporting Guidelines list maintained by NLM. This resource lists the major biomedical research reparting guidelines that
provide advice for reporting research methods and findings. They usually “specify a minimum set of items required for a clear and transparent account of what was done and
what was found in a research study, reflecting, in particular, issues that might introduce bias into the research” (Adapted from the EQUATOR Network Resource Centre). The chart
also includes editorial style guides for writing research reports or other publications.

In addition, NLM expects journals to demenstrate conformance with established industry guidelines and hest practices promoted by the professional scholarly publishing
organizations, including those outlined under Publisher Practices.

32
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Research protocol in health science

« Detailed plan of the study
« Every research study should have a protocol

* Protocol should be written.

https://icahn.mssm.edu/files/ISMMS/Assets/Resear
ch/IHCDS/Guidelines%20for%20Writing%20the%?2
Oresearch%20protocol%20by%20WHO.pdf
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- Publication bias (ZZHH| £ &)

» (Non) Reporting bias (H|) &1 H|EE!

» Selective outcome reporting 1 &t
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International Endodontic Journal policy on mandatory prospective (a priori) protocol registration for clinical trials and

systematic reviews. Int Endod J. 2021 Oct;54(10):1685-1686.
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e Clinical trials

« International Clinical Trials Registry Platform (ICTRP)
(https://www.who.int/clinical-trials-registry-platform/network).

« https://clinicaltrials.gov/
- https://www.clinicaltrialsregister.eu/.

« Systematic reviews
« PROSPERO (https://www.crd.york.ac.uk/prospero/)
« Open Science Framework (OSF) (https://osf.io/prereg/).

 Clinical practice guidelines
- O =2| &
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Protocol registration vs publication

&2 protocol publication®Z 2 =
FAHFLEE 7580 AHE

B u.s. National Library of Medicine

ClinicalTrials.gov

ClinicalTrials.gov is a database o

conducted around the world.

Explore 415,175 research studies in

all 50 states and 1n 220 countries.

See listed clinical studies related to the

coronavirus disease (COVID-19)
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Data sharing

- 9| =& &/d0| 0| 8%t datas CtE AHAL
 Sharing O| 5+ : reuse, 835
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| Wiley’s Data Sharing Policies

Data availabilit Data has .

. y Data has been Example Wiley
statement Is been eer reviewed?® | journals
published? shared2 P ]

Encourages Data
. 8 Oprional Optional Optional
Sharing
. _ i British Journal of
Expects Data Sharing | Required Oprional Optional -
Social Psychology
Mandates Data Ecology and
) Required Required Optional E‘lr
Sharing Evolution
Geoscience Data
Mandates Data Journal
Sharing and Peer Required Required Required American Journal

Reviews Data

of Politica
Science

Wiley. Sharing and Citing your Research Data

https://authorservices.wiley.com/author-resources/Journal-Authors/open-access/data-sharing-citation/index.html
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Data sharing policies of journals in life,
health, and physical sciences indexed in
Journal Citation Reports

Data sharing policy category

No policy
Weak policy
Strong policy

No data sharing policy 308 (44.0)

Encourage data sharing 125 (17.9)

Expect data sharing 267(38.1) 170 (24.3)
Mandate data sharing 71(10.1)
Mandate data sharing with peer review 26 (3.7)

Table 3 Results of univariable multinomial logistic regression analysis and wald tests for independent variables.

Statistics No policy vs. Weak policy Strong policy vs. Weak policy Wald
Lests
Factors RRR" 95% CI p-value RRR 95% CI p-value p-value
Impact factor quartile’ <0.001
Q1 1{Ref) - - 1{Ref} - - -
2 .63 0.34-1.19 .15 0.72 A0=1.30 0.28 .36
Q3 .82 0.44—1.50 .51 0.52 0.29-0.95 0.03 (.05
04 1.55 84—2.86 .16 .26 0.13—0.51 < 0.001 <(.001
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https://theplosblog.plos.org/2023/04/open-science-indicators/
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Current and planned adoption of data sharing policies by editors of Korean
scholarly journals

Present data sharing policy Yes 13
No 87

Mandatory deposit and

_ Mandatory deposit, 0
peer review on data, 1

Optional data
deposit, 2

Recommendation only, 10
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Any question?
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