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The Evidence Pyramid

|. Randomized
Controlled Double
Blind Studies

|. Randomized Controlled k
Studies (RCT)

Hoeaket B BB |. Cohort studie
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THE COCHRANE

COLLABORATION

V. Case series/ Reports

Meta-analysis
ldeas, Editorials, Opinion Forest plot

.Animal research

In vitro (test tube) research

From: Oxford Center for EBM

*Hierarchy of evidence: arranges study designs by their susceptibility to bias. (Level 1~V)



Invitro (2 #8253 )

invivo (2 8ap 2% )
clinical trial ( 524 25 )

community trial (A% 325 ) ; 7 »x(effectiveness) -




case report ( %3 £ )
case series ( # % %
survey (#4477 )

ecological study ( 4 f& =75 )

case control study (:;133 Gl RRET T )

cohort study (£ ~#= % )
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Did investigator
assign exposures?

|
Yes Mo

Experimental study I Observational studyl

I I
Random allocati-::m?l Comparison grou p?l

| |
Yes Mo MNo

Non. Descriptiv:
. . study
Randomised randomised

controlled controlled (Grimes DA: Lancet

2002:359(9300))

Exposure —®» Qutcome Exposure and
outcome at
the same time

Exposure 4+—Qutcome

Cross-
sectional
study




(a) Parallel

Population

Administer Assess
therapy response

Baseline
assessment

Administer Assess
control response

(b) Cross-over

L Compare responses
: within patients T T T

Administer Assess Wash- | Administer Assess
therapy response conirol response
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Randomization

m Randomization'

> ¥ L iay ,‘ﬁag B8 (8 eny

o REREeY



Randomization

B Randomization:
> Fixed allocation: simple, block, stratified

»Adaptive: number, baseline, outcome
B Control:
»Placebo

»Double dummy



Simple Randomization
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Block Randomization
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Block No

11=AABBBA

12=ABAABB

3=AABB 8=AAABBB 13=ABBAAB
4=ABAB 9=AABABB 14=ABBBAA
5=ABBA 10=AABBAB




Stratified Randomization
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Block & Stratified
Randomization
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Adaptive Randomization

B Responsive-adaptive randomization :
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o 3z & (validity)
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o i3 & (reliability)
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 Figure 10—-1. Schematic illustrations of increased ran-
- dom error (target B versus target A) and systematic error
(target D versus target C).
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3 R

e A& PR P IR
— ¥ £ | £ (study bias)
— '5 M2 £ (sampling error)
o I & R X
— 5§ % & % (Randomization )
— 7 P 45 (Blinding) :Single blind; double blind;
triple blind
— & v (Uniformity ) :Written protocol; quality
control



Critical appraisal of RCT
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i £ 73] 3¢

W . fe i £ (Allocation)
W 7 5 £ (Performance)
B < 5 & a8 5 (Placebo-effect)
% 3 i iﬁﬂ\ﬁy _ (Attrition)
Eﬁ’* i £ (Detection)
H 447 ik £ (Analytical)
m:F 2 5 £ (Reporting)
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Intention to Treat Analysis

FIGURE 2B1-2

A Schematic View of Per-Protocol and Intention-to-Treat Comparisons

Treatment = 100 Patients ~ = 20 Nonadherent - --

. 80 Adherent
1

Per-Protocol
Comparison
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