
AMSTAR 2: a critical appraisal tool for systematic reviews that include randomised or non-randomised studies
of healthcare interventions, or both

Risk of Bias Assessment Table
Bias Type Leanne

Tamm_201
3

Maija
Konstenius_2
014

Theresa
M
Winhuse
n_2011

Claudi
a M
Szobo
t_200
8

Tanne
tje I
Bron_
2013

Marc
Vogel
_2016

Wilen
s,
Timot
hy
E._20
06

Gordo
n,
Susan
Merle
_2004

Marc
el
Brug
gisse
r_20
11

Lara
Grau-López
_2012
(ROBINS-I)

S L
Jaffe_199
1

Lalanne,
Laurence_
2015

Randomization Bias
(Selection Bias)

Low risk of
bias

Low risk of
bias - central
randomizatio
n with block
randomizatio
n,
independent
handling by
pharmacy

Low risk

of bias -

Participa

nts were

randomi

zed to

OROS-M

PH or

matchin

g

placebo

in a 1:1

ratio,

stratified

by site,

and

complet

ed by

compute

r at a

centraliz

ed

location.

This

method

of

randomi

zation is

typically

robust,

minimizi

ng

selection

bias.
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Low
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risk of
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Mod
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Unclear
risk of bias
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risk of
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Blinding of
Participants and
Personnel
(Performance Bias)

Selection of
Partecipants

Low risk of
bias

Low risk of
bias -
double-blindi
ng
maintained
throughout
trial

Low risk
of bias -
The
study
employe
d a
matchin
g
placebo,
indicatin
g that
both
participa

High
risk of
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absen
ce of
blindi
ng
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rate
risk of
bias
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of
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High risk
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risk of
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nts and
study
staff
were
likely
blinded
to group
assignm
ents.
This
helps
mitigate
perform
ance
bias.

Incomplete Outcome
Data (Attrition Bias)

Low to
moderate
risk of bias

Moderate
risk of bias -
high attrition
rate;
attempts to
account for
dropout bias
by imputing
missing data

Moderat
e risk of
bias -
pending
more
informat
ion on
attrition
rates
and
handling
of
dropout
s.

Uncle
ar risk
of
bias

Mode
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risk of
bias

Low
risk of
bias

Low
risk of
bias

Low
risk of
bias
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of
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Low risk of
bias

Moderate
risk of
bias

Unclear
risk of
bias

Selective Reporting
(Reporting Bias)

Low risk of
bias

Low risk of
bias - all
pre-specified
outcomes
appear to be
reported

Moderat

e risk of

bias -

due to

potentia

l

selective

reportin

g and

limitatio

ns in the

measure

s used.
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risk of
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Moderate
risk of
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Bias Due to Reported
Limitations

Moderate
risk of bias

Moderate
risk of bias -
small sample
size and
unmeasured
dropout
behaviors
may affect
reliability

Moderat

e risk of

bias -

limitatio

ns may

influenc

e the

interpret

ation

and

generaliz

ability of

the

results.
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