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PRISMA

TRANSPARENT REPORTING of SYSTEMATIC REVIEWS anp META-AMALYSES

PRISMA EXTENSIONS TRANSLATIONS PROTOCOLS ENDORSEMENT
STATEMENT

Welcome to the
Preferred Reporting
ltems for Systematic
Reviews and Meta-
Analyses (PRISMA)
website!

PRISMA is an evidence-based minimum

set of items for reporting in systematic ¢ ? # PROSPERO

Key Documents

PRISMA Checklist
PRISMA flow diagram
PRISMA Statement
PRISMA E&E

reviews and meta-analyses. PRISMA International prospective register of systematic reviews
focuses on the reporting of reviews

evaluating randomized trials, but can
also be used as a basis for reporting
systematic reviews of other types of

research, particularly evaluations of o e l l O ‘I. o r
interventions. J

nNetwork

Who should use
PRISMA?

+ Authors: PRISMA aims to help Tweets o @PRISMAStatement ®
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for Health Research International prospective register of systematic reviews

Home | About PROSPERO | How to register

» »

Welcome to PROSPERO
International prospective register of systematic

Register a review Search PROSPERO

Search for PROSPERO registrations by entering

Registering a review is quick and easy. Just follow
words in the record or the registration number

these simple steps to register your review in

PROSPERO below

Go

Register your review now

https://www.crd.york.ac.uk/PROSPERO/

Accessing and completing the registration form

Search | Login | Join'
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Risk of Bias 2 (RoB 2) tool

Process for proposing

changes to methods or The Risk of Bias 2 (RoB 2) tool is an update to the original risk of bias tool that
tools used in Cochrane launched in 2008. The relevant chapter in the Cochrane Handbook for Systematic
Scientific Committee Reviews of Interventions Chapter 8, titled ‘Assessing risk of biasin a
recommendations randomized trial’ The Methodological Expectations for Cochrane Intervention
Clinical study reports Reviews {(MECIR) Manual includes standards for assessing risk of bias in included
and other regulatory . . . . :
d ts studies; C52-60. Up-to-date information from the developers on RoB 215 -
ocumen . . . . . . - How to propose changes
o available via the Risk of Bias tools website: https://www.riskofbias.info/ to methods or tools used
Data-based predictive i Coch
distributions for PR e
bemee”“ﬁt'}ldb' Cochrane Scientific Committee recommendation (Full statement, July CLICK HERE
heterogeneity 2017):
Repeated meta-analyses When officially released the RoB 2 tool will become mandatory for new
Risk of Bias 2 (RoB 2] tool reviews. It will not need to be applied retrospectively in updated reviews.
ROBINS-1tool The tool is currently undergoing some final refinement and implementation
within Cochrane is underway. Please await further announcements for the (3,
official roll-out. This recommendation has Editor-in-Chief approval. @
Implementation _ |
November 2019 update: Cochrane Reviews teams can use RoB 2 but there (-]
statement . o . . : ©
is no mandate to yet. Built-in RoB 2 functionality is only available in RevMan e
CSC members are not Web (not RevMan 5). Development of guidance, training, tools and support Systematic Reviews




Risk of Bias 2 (RoB 2) tool

e riska/bias,‘;:;g Risk of bias tools

Cu
Versio

Update! https://www.riskofbias.info/

Download the 22 August 2019 version:
m The full guidance document.
= The cribsheet summarizing the tool.
n A template for completing the assessment.

= An Excel tool to implement RoB 2 (contains macros; download to your computer before using; some text is slightly out of date).




Domain 1: Risk of bias arising from the randomization process

Signalling questions Elaboration Response options
1.1 Was the allocation Answer ‘Yes' if a random component was used in the sequence generation process. Examples include Y/PY/PN/N/NI
sequence random? computer-generated random numbers; reference to a random number table; coin tossing; shuffling cards

or envelopes; throwing dice; or drawing lots. Minimization is generally implemented with a random
element (at least when the scores are equal), so an allocation sequence that is generated using
minimization should generally be considered to be random.

Answer ‘No’ if no random element was used in generating the allocation sequence or the sequence is
predictable. Examples include alternation; methods based on dates (of birth or admission); patient
record numbers; allocation decisions made by clinicians or participants; allocation based on the
availability of the intervention; or any other systematic or haphazard method.

Answer ‘No information’ if the only information about randomization methods is a statement that the
study is randomized.

In some situations a judgement may be made to answer ‘Probably no’ or ‘Probably yes'. For example, , in
the context of a large trial run by an experienced clinical trials unit, absence of specific information about
generation of the randomization sequence, in a paper published in a journal with rigorously enforced word
count limits, is likely to result in a response of ‘Probably yes’ rather than ‘No information’. Alternatively, if
other (contemporary) trials by the same investigator team have clearly used non-random sequences, it
might be reasonable to assume that the current study was done using similar methods.

1.2 Was the allocation Answer ‘Yes' if the trial used any form of remote or centrally administered method to allocate Y/PY/PN/N/NI
sequence concealed until | interventions to participants, where the process of allocation is controlled by an external unit or
participants were organization, independent of the enrolment personnel (e.g. independent central pharmacy, telephone or

enrolled and assigned to | internet-based randomization service providers).
interventions?

Answer ‘Yes' if envelopes or drug containers were used appropri
sequentially numbered, sealed with a tamper-proof seal and ope

irreversibly assigned to the participant. Drug containers should b L\ § L S —
idantical annaaranca and dicnancn A A adminictarad Ay after t 5 ' m h { I ‘

Revised Cochrane risk-of-bias tool for reports, 2

randomized trials (ROB 2): SHORT VERSION g et FIvIIRHE
(CRIBSHEET) &k D #n




Risk of bias domains
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00000000 ®
00000000®
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Domains: Judgement

D1: Bias due to randomisation. )

D2: Bias due to deviations from intended interventi’ High

D3: Bias due to missing data. - Some concerns
D4: Bias due to outcome measurement.

D5: Bias due to selection of reported result. ‘ Low
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ERIEZE IR(C T 51!
& DIEBTNR 2 54l (Hauser et al., JAMA 2009)

Study

22
Overall
95%Cl (12 = 44.9%, P = 0.012)

Standardized mean difference (95% Cl / 95% PI)

1
— - ~1.07 (=1.73, =0.41)
rf——— (.18 (-0.43, 0.79)
—_— -0.88 (~1.56, -0.20)
. 0.00 (-0.83, 0.83)
A e -0.19 (-0.62, 0.24)
———— -0.45 (-1.12, 0.22)
—— -0.53 (-0.80, -0.26)
— ~0.21 (~0.49, 0.07)
- -0.22 (-0.44, 0.00)
—_— -0.71 (-1.32, -0.10)
—— -0.25 (-0.75, 0.25)
—_— -1.03 (~1.56, -0.50)
—_— -0.26 (-0.76, 0.24)
- -0.33 (-0.56, -0.10)
—— -0.53 (-0.79, -0.27)
—a— ~0.23 (-0.74, 0.28)
— -0.16 (-1.22, 0.90)
— -0.31 (-0.59, -0.03)
—— -0.47 (~0.89, -0.05)
. — ! -1.63 (-2.35, -0.91)
—_— -0.36 (-0.93, 0.21)
—-—i— -0.73 (-1.37, -0.09)

1
<> ~0.43 (~0.55, —0.30)

-2 -1 0 1 2
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SRILDFZE (AT E)

FiEk 3 ik
DerSimonian—Laird DerSimonian & Laird (1986)
Variance component Hedges (1983)
Paule-Mandel Paule & Mandel (1982)
REML (FIR{SE TR AEK) DerSimonian & Laird (1986)
Hartung—Makambi Hartung & Makambi (2003)
Sidik—Jonkman Sidik & Jonkman (2005)
Empirical Bayes Morris (1983)
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Hartung (1999)
Hartung & Knapp (2001)

Sidik—Jonkman (SE¢{jfi})  Sidik & Jonkman (2006)

Hartung—Knapp (SEy{/i})
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Standardized mean difference (95% Cl / 95% PI)

Study .

1 — ~1.07 (=1.73, =0.41)
2 ——t——— .18 (-0.43, 0.79)
3 —_— -0.88 (-1.56, -0.20)
4 . 0.00 (-0.83, 0.83)
5 A e -0.19 (-0.62, 0.24)
6 ———— -0.45 (-1.12, 0.22)
7 —— ~0.53 (~0.80, -0.26)
8 — ~0.21 (~0.49, 0.07)
9 - -0.22 (-0.44, 0.00)
10 —_— -0.71 (-1.32, -0.10)
11 —— -0.25 (-0.75, 0.25)
12 —_— -1.03 (-1.56, -0.50)
13 —— -0.26 (-0.76, 0.24)
14 - -0.33(-0.56, -0.10)
15 —- -0.53 (-0.79, -0.27)
16 —a— ~0.23 (-0.74, 0.28)
17 — -0.16 (-1.22, 0.90)
18 — -0.31 (-0.59, -0.03)
19 —— -0.47 (~0.89, -0.05)
20 —— | ~1.63 (~2.35, —0.91)
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