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KLINICKE STUDIE JAKO
ZDROJ DAT PRO EBM




Medicina zalozena na dukazech

* je propojeni nejlepsSich dostupnych védeckych dikazu s klinickou zkuSenosti
s preferencemi a potrebami pacienta

“the integration of best research evidence with clinical expertise and
patient values.”

Sackett DL, Straus SE, Richardson WS, Rosenberg W Haynes RB. 1996. "Evidence-based Medicine: How to Practice
and Teach EBM". Edinburgh: Churchill Livingstone

* je evoluce v poznani zalozena na zakladnim a klinickém vyzkumu usnadnéna
moznostmi informacnich technologii

“an evolutionary progression of knowledge based on the basic and

clinical sciences and facilitated by the age of information technology.”

Doherty, Steve. "Evidence-based medicine: Arguments for and Against." Emergency Medicine Australasia 2005; 17:
307-13.



Medicina zalozena na dukazech

 je kontinualni proces poznani vedouci k optimalnimu resSeni
klinickych problém(, s vyuzitim klinicky vyznamnych informaci o
diagndze, prognodze a terapii kombinovany s klinickou zkusenosti a s
preferencemi a potrebami pacienta

“A process of life-long, self-directed learning aimed at providing the best possible

patient care using the clinically important available information about diagnosis,
prognosis, therapy, and other clinical and health care issues”

The EBM Working Group



Medicina zalozena na dukazech

podle Toklu 2015



Klinické studie

* nejpiesn€jSi zhodnoceni  UCinnosti a
bezpeCnosti zkoumancho léCiveho pripravku,
zdravotnického prostiedku nebo terapeutickeého
postupu

* nejdokonalejSi zpusob, jak ziskat vérohodna
data a dukazy o bezpeCnostt a ucinnosti
léC1vého pripravku u Cloveka



Ruzné klinické studie — odlisné cile

CT — medical
devices

Grant projects

CT conducted by
learned societies

Non-interventional
— postmarketing CT

PASS — Post Athorization Safety Study
PAES - Post Authorization Efficacy Study




Typy klinickych studii
-pyramida dukazu

podle Toklu 2015



Randomizované klinické studie
- klicové faktory vérohodnosti

randomizace - nahodné pridéleni subjektu hodnoceni do
terapeutické skupiny

— Snaha maximalné omezit riziko zkresleni vysledki nenahodnym
vybérem
— Nutno hodnotit vysledek lécby v celém randomizovaném souboru
e ITT (intent to treat population)
zaslepeni
adekvatni komparator

velikost souboru
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Endpoint

Experiment

AN

22%

Kontrola

10



Jaky je ucCinek leCby?

Endpoint

Experiment

AN

22%

Kontrola

10



Jaky je ucinek lecby?
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Jak kvalitni jsou RCT?

U kolika RCT lze hodnotit dodrzeni
randomizace?

e Je popsana ITT
Table 2 Randomised controlled trials identified for assessment

No (%) reporting intention to

Journal No of trials treat

B 42 18 (43)
JAMA 35 5 (43)
Lancet 84 45 (54)
N Engl J Med 88 41 (47)
Total 249 119 (48)

BMJ 1999;319:670-4 12
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Abstract
OBJECTIVE: To test the hypotheses that an innovative skills-based behavioral family clinic and home-based intervention (LAUNCH) would Similar articles a

reduce body mass index z score (BMIz) compared with motivational interviewing and to standard care in preschool-aged children with A pilot randomized controlled trial of a behavioral

obesity. family-based interventio [J Pediatr Psychol. 2014]

STUDY DESIGN: Randomized controlled trial with children between the ages of 2 and 5 v years ahove the 95th percentile for hody mass index OO O O o O S I
3 A pilot randomized controlied irial of a clinic and
for age and sex recruited from 27 pediatrician offices across 10 recruitment cycles between March 12, 2012 and June 8, 2015. Children were home-based beha\ [Obesity (Silver Spring). 2011]

randomized to LAUNCH (an 18-session clinic and home-based behavioral intervention), motivational interviewing (delivered at the same ) o -
Office-based motivational interviewing to prevent

frequency as LAUNCH), or standard care (no formal intervention). Weight and height were measured by assessors blinded to participant childhood obes [Arch Pediatr Adolesc Med. 2007]
assignment. The primary outcome, BMIz at month 6 after adjusting for baseline BMIz, was tested separately comparing LAUNCH with
Screening and Interventions for

motivational interviewing and LAUNCH with standard care using regression-based analysis of covariance models. Chidkioad Oy [Agericy for Healthizare Ressarehi. ]

RESURTS: A total of 151 of the 167 children randomized met intent-to-treat criteria and 92% completed the study. Chldren were 76% White
and 57% female, with an average age of 55 months and BMI percentile of 98.57, with no demographic differences between the groups.
LAUNCH participants demonstrated a significantly greater decrease in BMIz (mean =-0.32, SD = +0.33) compared with motivational
interviewing (mean =-0.05, SD = £0.27), P < .001, w?=0.74 and compared with standard care (mean=-0.13, SD =10.31), P <.004, w? See reviews...

. Tzn. 139 pts dokoncilo z 167 . Ul7 %

CONCLUSIONS: In preschool-age children, an intensive 6-month behavioral skills-based intervention is necessary to reduce obesﬁ:y

maLressmunon:cncaivas g igel@vaného souboru porusena randomizace..:

Copyright © 2017 Elsevier Inc. All rights reserved. Tun Off  Clear

Diet, physical activity, and behavioural
intervention [Cochrane Database Syst Rev. 2016]

B Clinic and Home-Based Behavioral v
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EMA Scientific Advice a uspésnost
registracni procedury

188 zadosti o registraci v EMA (2004 -2007)
-Positivni vysledek: CHMP — doporuceni k registraci
-Negativni vysledek: stazeni zadosti/zamitnuti r egistrace

Samotné absolvovani Scientific Advice NEBYLO spojené s vyssi
pravdépodobnosti pozitivhiho vysledku

Dodrzeni doporuceni SA — BYLO asociovano s vyssi uspésnosti
-vybér primarniho cilového parametru
-kontrolni skupina
-statistické metody

Regnestromet al. (2010) Eur. J. Clin. Pharmacol.,66:39-48



Zavery

Klinické studie — jednim ze 3 pilird EBM; maji
generovat univerzalné platné vérohodné dukazy.
Klicovy je

— Typ studie

— Plan studie

— Kvalita provedeni

Mnoho publikovanych studi — potencialné
vyznamné metodologické chyby

Kritické hodnoceni — nezbytnou podminkou pro
spravné vyuziti vysledku

Edukace



