Predmet DET/VC061, 2020/2021

Lekarska fakulta
Univerzita Palackého v Olomouci

MEDICINA ZALOZENA NA DUKAZU

Prof. MUDr. V. Mihal, CSc.
Détska klinika LF UP v Olomouci

RNDr. Dana Subova, Ph.D.

Knihovna LF UP v Olomouci

Mgr. K. Langova, Ph.D.
Ustav lékarské biofyziky LF UP v Olomouci



http://www.upol.cz/
http://www.upol.cz/

Struktura predmetu

o Uvod do problematiky: zakladni pojmy, osobnosti, vyvoj nazord.
o  Kazuistika a formulace klinické otazky

o Format PICO
o  Vyhledavani dikazul, informaéni zdroje

o  Strucny prehled

o Casopisecky klub
o  Kritické hodnoceni meta-analyzy - samostudium, prezentace o statistice,
diskuze.
o  ZkusSenosti s uplatnénim EBM na Détské klinice LF UP v Olomouci -
tist&nad - online broZura ,Medicina zaloZzena na dikazu ve vyuce
pediatrie:metodické podklady/Mihal a kol., Olomouc 2015".

o http://metodikaebm.upol.cz/flipviewerxpress.html
o  Kolokvium, zavér.
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Kontakty

Prof. MUDr. Vladimir Mihal, CSc.
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Knihovna Lékarské fakulty UP v Olomouci
dana.subova@upol.cz
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Pouzité zkratky

EBM

Evidence Based Medicine

EBP

Evidence Based Practice

EBHC

Evidence Based Health Care

PICO

Patient — Intervention — Comparison - Outcome

CASP

Critical Appraisal Skills Programme
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Evidence based practice (EBP)
Praxe zaloZzend na dukazu

Praxe
zalozena
na dukazu

BMJ Learning: EBM Users "Guide 2008; http://learning.bmj.com



http://learning.bmj.com/

5 zakladnich kroku

Inkorporace nejlepSich dostupnych védeckych dukazu
pri vytvareni klinického rozhodnuti ma 5 fazi:

1. Formulovat zodpoveéditelné otazky (Asking)
2. Ziskat nejlepsi informaci (Accessing)

3. Kriticky hodnotit presvedcCivost a vyznamnost informace, ziskat
dukaz (Appraising)

4. Aplikovat dukaz v praxi (Applying)
5. Posoudit prakticky dopad aplikace (Assessing)




Ziskat nejlepsi informaci
Hledani jehly v kupce sena...
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Uplatnéni dukazu v praxi

/ Ptat se

Vyhledat informaci
Zmeénit chovani

\n_/

Porzsolt et al., EBM, 8, 2003; Guyatt, prednaska na konferenci, Cérdoba 2008. 10
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Archibald L. Cochrane
(1909-1988)

Reditel Centra epidemiologického
vyzkumu (Cardiff, UK)

Kniha Effectiveness and Efficiency.
Random Reflections on Health
Services. London, 1972.

~Nase povolani bychom méli
nepochybné podrobit velkeé kritice.
Nebyli jsme zatim schopni

nabidnout kriticky prehled

(prubézné AKTUALIZOVANY)

vSech vyznamnych randomizovanych
kontrolovanych studii.”

O ném: http://en.wikipedia.org/wiki/Archie Cochrane 11



http://en.wikipedia.org/wiki/Archie_Cochrane

A. Cochrane
Effectiveness & Efficiency 1972

Effectiveness “I had considerable freedom of clinical

& Efficien cy choice of therapy: my trouble was that

| I did not know which to use and when.

[ would gladly have sacrificed my freedom
for a little knowledge. I had never heard
then of 'randomised controlled trials’, but
[ knew there was no real evidence that
anything we had to offer had any effect
on tuberculosis, and [ was afraid that I
shortened the lives of some of my friends by
unnecessary intervention."

Published 1972

https://www.nuffieldtrust.org.uk/files/2017-01/effectiveness-and-efficiency-web-final.pdf

> Click button for sound.
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Randomizovana kontrolovana

studie

1. publikovana RCT: Streptomycin 1948

gl BMI_1948.pdf - Adobe Reader
Soubor Upravy Zobrazeni Okna Mapovida
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BRITISH MEDICAL JOURNAL

LONDON SATURDAY OCTOBER 30 1948

STREPTOMYCIN TREATMENT OF PULMONARY TUBERCULOSIS
' A MEDICAL RESEARCH COUNCIL INVESTIGATION

The following gives the short-term results of a controlled investigation into the effects of streptomycin on one
type of pulmonary tuberculosis. The inquiry was planned and directed by the Streptomycin in Tuber-
culosis Trials Committee, composed of the following members: Dr. Geoffrey Marshall (chairman), Professor
J. W. S. Blacklock, Professor C. Cameron, Professor N. B. Capon, Dr. R. Cruickshank, Professor J. H. Gaddum,
Dr. F. R. G. Heaf, Professor A. Bradford Hill, Dr. L. E. Houghton, Dr. J. Clifford Hoyle, Professor
H. Raistrick, Dr. J. G. Scadding, Professor W. H. Tytler, Professor G. S. Wilson, and Dr. P. D’Arcy Hart
(secretary). The centres at which the work was carried out and the specialists in charge of patients and

pathological work were as follows:

|

B.rampton Hospital, London—Clinician: Dr. J. W.
Crofton, Streptomycin Registrar (working under the

direction of the honorary staff of Brompton Hospital) ;-

Pathologists: Dr. J. W. Clegg, Dr. D. A. Mitchison.

Colindale Hospital (L.C.C.), London.—Clinicians: Dr.
J. V. Hurford, Dr. B. J. Douglas Smith, Dr. W. E. Snell ;
Pathologists (Central Public’ Health Laboratory): Dr.
G. B. Forbes, Dr. H. D. Holt.

Harefield Hospital (M.C.C.), Harefield, Middlesex.—
Clinicians: Dr. R. H. Brent, Dr. L. E. Houghton;
Pathologist: Dr. E. Nassau.

Bangour Hospital, Bangour, West Lothian—Clinician :
Dr. 1. D. Ross; Pathologist: Dr. Isabella Purdie.

Killingbeck Hospital and Sanatorium, Leeds.—Clini-
cians;: Dr. W. Santon Gilmour, Dr. A. M. Reevie;
Pathologist: Professor J. W. McLeod.

Northern Hospital (L.C.C.), Winchmore Hill, London.
—Clinicians: Dr. F. A. Nash, Dr. R. Shoulman ; Patho-
logists: Dr. J. M. Alston, Dr. A. Mohun.

Sully Hospital, Sully, Glam.—Clinicians: Dr. D. M. E.
Thomas, Dr. L. R. West ; Pathologist: Professor W. H.
Tytler.

The clinicians of the centres met periodically as a working subcommittee under the chairmanship of
Dr. Geoffrey Marshall; so also did the pathologists under the chairmanship of Dr. R. Cruickshank.
Dr. Marc Daniels, of the Council's scientific staff, was responsible for the clinical co-ordination of the
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trials, and he also prepared the report for the Committee, with assistance from Dr. D. A. Mitchison
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Randomizovana kontrolovana studie

Design

Intervencni Délka trvani
skupina studie
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Kontrolni Délka trvani
skupina studie

Pacienti
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(randomizace)

Srovnani
vysledki
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Formulace klinické otazky
Kazuistika

Chlapec, 2 roky

Zanet stredniho ucha (otitis media);
Horecka, bolest ucha, nespal celou noc;
Matka prichazi do ordinace PLDD;

Farmakologicka anamnéza
o antibiotika v poslednim pulroku neguje;
o pneumokokova vakcina nebyla

o Matka chce védeéet, zda ATB lécba je doporucovana
okamazite?

COOM 1N

Indian J Sex Transm Dis & AIDS 2010;31 15



Randomizovana kontrolovana studie
Priklad 1: Hoberman et al. 2011

Treatment of acute otitis media in children under 2 years of age.
Hoberman A. et al.

N Engl J Med. 2011:364(2):105-15.
LécCba akutni otitis media u déti do 2 let véku.
https://www.ncbi.nlm.nih.gov/pubmed/212265767?report=docsum

16
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Randomizovana kontrolovana studie

Priklad 1: Hoberman et al. 2011

Randomizace = nahodné rozdéleni do skupin
291 déti

VE&k 6 - 23 mésici

Akutni otitis media

Diagndza podle prisnych kritérii

Lécba
o Intervence
o amoxicillin-clavulanate /10 dnd

o Kontrola
o Placebo/10dn{
o Sledovani
o Symptomaticka odpovéd, mira klinického selhani 1écby
Vysledky a zavéry
Trvalé vymizeni priznak( : ATB lécba vs. Placebo
e Den 2: 20% vs. 14% Den 4: 41% vs. 36% Den 7: 67% vs. 53%
Pretrvavani priznaki: ATB lécba vs. Placebo
o Den 4-5: 4% vs. 23% Den 10-12: 16% vs 51%
ATB lécba zkracuje dobu pro vymizeni resp. pfetrvavani priznaku.

17



Randomizovana kontrolovana studie
Priklad 2 : Hoberman et al. 2016

Shortened antimicrobial treatment for acute otitis media in
young children

Hoberman A. et al.
N Engl J Med. 2016;375(25): 2446-2453.

PubMed
https://www.ncbi.nlm.nih.gov/pubmed/28002709

18
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Randomizovana kontrolovana studie

Priklad 2 : Hoberman et al. 2016

T
Randomizace = nahodné rozdéleni do skupin
520 déti
VE&k 6 - 23 mésicl
Akutni otitis media
Diagndza podle prisnych kritérii

Lécba
o Intervence
o amoxicillin-clavulanate /10 dnU

o Kontrola
o amoxicillin-clavulanate /5 dnl

o placebo/5 dn{
Sledovani
o klinickd odpovéd, recidiva, nazofaryngealni kolonizace
Zaveéry
o Zkracena doba ATB lécby byla méné ucinna
o Soucasny doporuceny standard u déti do 2 let je 10-denni |1écba.

19



Gordon H. Guyatt (1)
Definice EBM 1991

for the clinician, evidence-based
medicine requires skills of
literature retrieval, critical
appraisal, and information
synthesis™

,...medicina zaloZena na dikazu
vyZaduje od lékare dovednost Profesor klinické epidemiologie

vyhledavat literaturu, a biostatistiky
kriticky ji hodnotit a McMaster University, Hamilton,
provadeét informacni Ontario/Canada
syntézu...

http://en.wikipedia.org/wiki/Gordon_Guyatt

Guyatt G. Evidence based medicine. ACP Journal Club 20
1991;14(suppl 2): A-16.


http://bp2.blogger.com/_ftcJgOBSMhM/R6FT4jRVdMI/AAAAAAAAAAk/CaLO1KssA6Y/S220-h/gg-for-brochure.jpg

David L.Sackett
Definice EBM 1996

O “the conscientious, explicit, and judicious use of
current best evidence in making decisions about
the care of individual patients”

o ,svedomité, jasné formulované a uvazlive

pouziti aktudlniho nejlepsiho dikazu v pé&i Zzalozi:
Oddéleni klinické

o konkrétniho pacienta™ eerant
epidemiologie
McMaster University,
Hamilton, Kanada
a
Centrum pro EBM,

Oxford, UK
Zemrel: 2015

Sacket DL. al. Evidence based medicine: what it is and what it isn’t.

BMJ 1996:312:71.
Nekroloa zde: httos://www.theauardian.com/education/2015/mav/29/david-sackett


https://www.theguardian.com/education/2015/may/29/david-sackett

Gordon H. Guyatt (2)
Vyvoj nazoru : zakladni principy

o Systematické zpracovani dukazu
(systematické prehledy, meta-analyzy)

o Hierarchie dukazu

o Hodnoty a preference pacienta

» The evidence does not tell you what to do™

6th Biennial JBI Colloquium & 12th Intnl Nursing Research Conference, Cordoba (Spain), 2008,
https://encuentros.isciii.es/cordoba2008/en/docs/programa en.pdf



https://encuentros.isciii.es/cordoba2008/en/docs/programa_en.pdf

Systematické zpracovani dikazu

Systematicky prehled Meta-analyza
o Cilem je vyCerpavajicim o Prehled, ktery pouZiva
zpusobem identifikovat, specifické statistické
vyhodnotit a syntetizovat techniky pro syntézu
relevantni studie na dane vysledkd n&kolika studif do
tema. jednoho kvantitativniho
celku.
o Casté pouziti je testovani o Vysledkem je napr. velikost
jedné nebo vice hypotez. ucinku.
Hendl J. Praxe zaloZena na védecké evidenci (EBP) ve sportu a télesné vychové? 23

Ces Kinant 2007; (2):5-11.



Pyramida dukazu podle designu studii
2004, modifikace 2016 - viz dia 31

EBM - guideline o Klinické doporucené postupy
Systematické review, o Systematickeé prehledy a meta-
meta-analyza an aley)
Randomizované . z z x
e A o Random|z’ovan_e kontrolovane studie
— o Kohortové studie
Kohortové studie . o, o
o Studie pripadu a kontrol
St e LD o Kazuistiky a série kazuistik
Kazuistiky, série kazuistik o Myélenky, Uvodnl'ky, nézory
Odborné posudky, konzultace @) POkusy na zviratech a

laboratorni vyzkum (in vitro)

Laboratorni vyzkum

SUNY Downstate Medical Center, Brooklyn. EBM Tutorial: The Evidence Pyramid. 2004
Alper BS, Haynes RB, Evid Based Med 2016;21:123-125

24



Gordon H. Guyatt (3)

\Vyvoj nazoru : ,pre-appraised" evidence

Evidence based healthcare (EBHC) - zdravotnictvi
zalozené na dukazu

2nd Conference of International Society for EBHC
6th International Conference for EBHC Teachers and Developers
Taormina(Italie), 30.10. - 2.11.2013

Vyzva
Clinicians need:
o ,pre-appraised" evidence
o guidance on applying that evidence
Potreba predpripravenych diikazi{i a navodi k pouziti.

http://www.ebhc.org 25



http://www.ebhc.org/

Cochrane Collaboration (1)
Zakladni udaje

http://www.cochrane.org

o Zalozena 1993

o Mezinarodni sit odbornikl pro podporu praxe zalozené na
dukazu

Cochrane Library
o DigitdIni knihovna systematickych pfehledd a meta-analyz

o =10 000 zpracovanych témat (prehledy + protokoly)

(©)

Cochrane reviews = systematické prehledy a meta-analyzy
o Volné dostupné do urovné strukturovanych abstrakt

Protocols = predstupné systematickych prehledd
Editorials = diskusni féorum pro Sirsi odbornou verejnost
Supplements = konferencni abstrakta

26


http://www.cochrane.org/

Cochrane Collaboration (2)
Zasady

o Rovné partnerstvi
o Spoluprace bez hranic
o Demokratické rizeni

o Podpora rozhodovani zalozeného na dukazu
(evidence-based decision making)

o Nezavislost
o Oficialni vztahy s WHO

27



KLINICKA OTAZKA,
FORMAT PICO




5 zakladnich kroku

Inkorporace nejlepSich dostupnych védeckych dukazu
pri vytvareni klinického rozhodnuti ma 5 fazi:

1. Formulovat zodpoveditelne otazky (Asking)

2. Ziskat nejlepsi informaci (Accessing)

3. Kriticky hodnotit pfesvédcCivost a vyznamnost informace, ziskat
dikaz (Appraising)

4. Aplikovat dukaz v praxi (Applying)
5. Posoudit prakticky dopad aplikace (Assessing)

29



Transformace klinické otazky
Format PICO

Patient (pacient/problem/populace
Otitis media u déti mladsich 2 let

Intervention (intervence/expozice)
Okamzita antibioticka lécba (napr. amoxicilin)

Comparison (srovnani intervenci)
Placebo; ,Wait and see"

Outcome (vysledek)
U&innost zvolené intervence

30



Jak ziskat nejlepsi dukaz....
Trendy

v

v
v

Vyvoj elektronickych systému pro podporu
klinickych rozhodnuti zaloZenych na dukazu

Zdokonalovani informacnich sluzeb

Priprava a nabidka kriticky hodnocenych
syntetizovanych dokumentu

31



Prof. Brian Haynes
McMaster University, Ontario, Canada

v"  Emeritni profesor epidemiologie a biostatistiky

v Zalozil a do roku 2014 vedl Health Information Research
Unit

v" Veénoval se tvorbé informacnich sluzeb pro podporu
zdravotnictvi zaloZzeného na dikazu

v Publikoval mj. 2 zasadni metodické dokumenty:

Haynes RB. Of studies, syntheses, synopses, summaries and systems: the , 55" evolution of
information serveises for evidence-based healthcare decisions. Evidence-Based
Medicine,2006;11:162-164. o 406x

Aktualizace: Alper BS, Haynes RB, EBHC pyramid 5.0 for accessing preappraised evidence and
guidance. Evidence Based Medicine, 2016; 21:123-125.

32






N Systemy

Typologie informacnich zdroju pro ziskani nejlepsiho
dukazu : Haynesuv model ,5S° - aktualizace 2016

5. Systems

. Synthesised Summaries
for Clinical Reference:

Syntetické dokumenty

Summaries integrating Dynamed, Uptodate aj.

ppraisal of 3 lower layers

3. Systematically Derived
Recommendations (Guidelines):

Synthesis (Summary of Multiple Appraised
Guidelines)

Synopsis (Appraised and Extracted)
Filtered view (Pre-appraised)

Doporucené postupy

2. Systematic Reviews:

nopsis (Appraised and Extracted) :> Systematické prehledy
Filtered view (Pre-appraised) Cochrane Library

1. Studies:

Synopsis (Appraised and Extracted) :> - vy s
Filtered view (Pre-appraised) §tl'll)c:~:leeGCIaa_nky
u ].

Alper BS, Haynes RB, Evid Based Med 2016;21:123-125. m
©2016 by BMJ Publishing Group Ltd




Odborné zdroje: Haynesuv model ,5S",

uroven 5 - komentar

Systémy (Systems)

elektronicke systemy pro podporu
rozhodovacich procesu, propojené
s pacientskymi databazemi a
doporucenymi postupy (guidelines).

v' priklad: pilotni projekt

EBMeDS Duodecim

Finsko

http://www.ebmeds.org

v Vice o ,5S“v prezentaci D. Subové.
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Celozivotni vzdelavani...
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Priprava na Casopisecky klub
Samostudium

o Kriticky rozbor publikace:"Antibiotics for acute
otitis media: a meta-analysis with individual
patient data", casopis Lancet 2006

o Jako pomucku pouzijte:

o formular ,Rychlé kritické hodnoceni systematickych
prehled("

o Komentar z Casopisu Evidence based Nursing 2007

Rovers MM, Glasziou P, Appelman CL, et al. Antibiotics for acute otitis media: a meta-
analysis with individual patient data. Lancet 2006;368:1429-35.

o Podklady dostupné na portalu http://mefanet.upol.cz -
sekce Ostatni
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