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Common errors for RoB 2 in 
Cochrane reviews

Rationale for judgement 

Interactive, results-level tables

Text of the review

Answers to signalling questions

Where are we seeing common errors? 

In the review

In the RoB 2 data file 

Use of algorithm

Rationale for judgement 

Use of algorithm



The bias assessments in Excel



The bias assessments in Excel 

Numerical result 

empty

Incorrect data

Column is filled 

in 



The bias assessments in Excel

No rationale 

given for 

Answers to SQs 

No rationale 

given for 

DOMAIN- level  

judgement 



The bias assessments in Excel



The bias assessments in Excel



The bias assessments in Excel

Empty cells for 

many Signalling 

questions

Answers provided 



The bias assessments in Excel



Bias assessment and judgement

Signalling questions

Judgement 

Only one (or two) answered

Does not follow the algorithm

Answered incorrectly (or  mis-read)

Does not follow the algorithm – and 
no rationale given

Domain

Domain or overall 



Domain 1 

SQ 1.2 Was allocation concealed until ppts enrolled and 
assigned?   

SQ 1.3 Did baseline differences between intervention 
groups suggest a problem with randomisation process?  

SQ 1.1 Was the allocation sequence random?  

Authors’ 
judgement

Support for 
judgement

1. Bias from randomisation 
process

High

Computer based 
randomisation at the trial 
centre with allocation 
centrally and blinded. 

Baseline imbalance, 
intervention group were 
younger at baseline and 
younger for surgery 
(p<0.10) 

Alternative SQ 1.3 ? 

Was there baseline imbalance? 

SQ 1.3 Did baseline differences between intervention 

groups suggest a problem with 
randomisation process?  

1. Bias from randomisation process



Domain 1 

1. Bias from randomisation process



Domain 1 

1. Bias from randomisation process



Domain 2 

Authors’ 
judgement

Support for 
judgement

2. Bias due to deviations from 
intended interventions

Cannot blind exercise 
intervention 

High Authors judge this to be

“High” risk of bias 

But algorithm proposed that it could 

be “Low” or  “Some concerns” or 

“High”

Domain 2 Simple statement about 

blinding without describing if result 

being assessed is  likely to be 

affected  by blinding  

2. Bias from deviation from intended intervention



Domain 2 

Authors’ 
judgement

Support for 
judgement

2. Bias due to deviations from 
intended interventions

Cannot blind exercise 
intervention 

High

Blinded Low

SQ 2.3 If Y/PY or NI to 2.1 or 2.2 Were there deviations 
from intended interventions? 

SQ 2.4 If Y/PY to 2.3: Were these deviations  likely to have 
affected the outcome? 

SQ 2.6 Was an appropriate analysis used? 

SQ 2.3 Were there deviations from intended 
interventions? 

SQ 2.1 Were participants aware of their assigned 
intervention during the trial? 

SQ 2.7. IF N/PN to 2.6: Was there potential for a 
substantial impact of the failure to analyse participants 
to the group to which they were randomised?  

SQ 2.5  If Y/PY to 2.4: Were these deviations balanced 
between groups? 

SQ 2.2 Were carers or people delivering the intervention 
aware of the participants assignment during the trial? 

2. Bias from deviation from intended intervention



Domain 2 

Authors’ 
judgement

Support for 
judgement

2. Bias due to deviations from 
intended interventions

Quote: "Treatment coffee was 
not different from placebo 
coffee by smell or taste."
Comment: It is likely that 
participants were blinded. 
Blinding of other study 
personnel was not described.
No deviations from the trial 
were reported. 
Analysis was ANOVA. Groups 
were analysed in the groups 
they were randomised in.  

Low

2. Bias from deviation from intended intervention



Domain 3 

Despite many missing participants bias judged to 

be “Low”

Domain 3

3. Bias due to missing data



SQ 3.1 16% of participants lost to follow-up. 

SQ 3.2 No analysis to assess effects of 

missing data. 

SQ 3.3 Reasons for missing data provided and 

some were related to the outcome. 

SQ 3.4 It is unlikely that missing ness 

depended on the true value

Judgement “Some concerns” 

SQ 3.2 If not were there evidence that result is not biased by 
missing data?  

SQ 3.3 Could missingness in the  outcome depend on its true value? 

SQ 3.4 Is it likely that missingness depended on its true value? 

SQ 3.1 Were outcome data available for all or nearly all 
participants? 

Overall: 16% of people 
dropped out. Similar 
numbers from both 
groups. Reasons for 
dropping out for some 
participants were 
duration of 
intervention, but some 
reasons were unrelated. 
There was no analysis to 
assess the effect of 
missing data

Some 
concerns

Domain 3



Domain 4

Authors judge this to be

“High” risk of bias 

But it could be “Low” 

or 

“Some concerns”

Domain 4 Simple statement about 

blinding without describing if result 

being assessed is  likely to be 

affected  by blinding  

4. Bias due to outcome measurement



SQ 4.3 Were outcome assessors blinded? 

SQ 4.4 Could the outcome assessment be 
affected by knowing the assignment? 

SQ 4.5 Do you the reviewers think this is 
likely? 

SQ 4.2 Were measurements similar between 
groups? 

Domain 4

4. Bias due to outcome measurement

SQ 4.1 Was the method of measuring the 
outcome inappropriate?



From Williams & Wadey et al 2020 

Some concerns

Measurement was 
appropriate
Measurements were similar 
across all intervention groups. 
There is no information in 
whether the outcome 
assessors were blinded. 
Outcome assessors, through 
encouragement during 
testing, could affect the 
outcome, therefore we have 
some concerns about 
potential bias.

Authors’ 
judgement

Measurement of the outcome

Support for 
judgement

Domain 4

SQ 4.3 Were outcome assessors 
blinded? 

SQ 4.4 Could the outcome assessment 
be affected by knowing the 
assignment? 

SQ 4.5 Do you the reviewers think this 
is likely? 

SQ 4.2 Were measurements similar 
between groups? 

SQ 4.1 Was the method of 
measuring the outcome 
inappropriate?



Domain 5 Reliance on availability of 

statistical analysis plan. 

• published protocol 

• trial register entry

• lists of planned outcomes/ time points

• clinical judgement

High
No 
statistical 
analysis 
plan

Domain 5

4. Bias due to selective outcome reporting

SQ 5.2  multiple eligible outcomes?  
(scales, timepoints, definitions)

“Q 5.3  multiple eligible analyses of 
the data

Is the numerical result likely chosen 
from: 

SQ 5.1 Data analysed according to 
statistical analysis plan?  



Disagreeing with the 
Algorithm



Disagreeing with the 
Algorithm



Results-level tables



From Williams & Wadey et al 2020 

Results-level table in published review



Results-level tables 

No rationale 

given for an 

overall

judgement

No rationale given 

for a domain-level

judgement

No  

judgement



Provide rationale 

for a domain-

level judgement

Provide a 

rationale given 

for an overall

judgement

Results-level tables



The text

Section: Results

Subsection : Risk 
of bias

Overview of bias -
across the studies –
for each outcome



The text

Some concerns in relation to selection bias were identified in all five 
studies (Adeley 2016, Garcia 2020, Meaden 2012, Osborne 2018, Victor 
2019). Although all five studies reported that the interventions were 
‘randomly’ allocated, the methods for generating the randomisation 
sequence was missing from four studies (Adeley 2016, Garcia 2020, 
Meaden 2012, Osborne 2018). ….

Risk of bias

Study level / Outcome level



The text

The results for all studies were mostly assessed at “Low” risk of bias for 
the domain “Bias in relation to  measurement of the outcome” except 
for the outcomes : HRqoL where five of the seven studies (Axiom 2016, 
Fretof 2020, Meerain 2012, Orford 2018, van Dieter 2019),  and Pain (the 
same five studies) were judged to be at “some concerns” for bias 
because the intervention could not be blinded and the outcome 
measures were  subjective and may have been affected by knowledge 
of the outcome. 

Risk of bias

https://doi.org/10.1002/14651858.CD013400.pub2

Study level / Outcome level

Wadey ey al 2020

https://doi.org/10.1002/14651858.CD013400.pub2


Common errors list 1  

Assessment of bias - In the Excel, word or online tool: 
1. State the result 
2. For each domain: 

a) Answer all SQs
b) Provide a rationale for all answers to all SQ
c) Use the algorithm for deciding your judgement
d) Provide a support for DOMAIN-level judgement - based on SQ 

answers
3. Overall:

a) Provide support for the  OVERALL- bias 
In the summary results level tables (Risk of bias entry for RevMan Web)

4. Complete all cells of the tables (all support for judgement statements) 
Text in the review

8. Report at the results-level rather than at the study-level
9. Provide a broad summary of the patterns  of bias you see across the 

results, rather than an exhaustive list.  



Webclinics



END

Questions


