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Study 1

Study 4

Study 5

Study 2

Study 3

Study 6

1 result reported from 
among 3 scales used for 

the same clinical outcome

Not reported, 
because “P > 0.05”

Potential bias in selection of the 
reported result: Domain 5 in RoB 2

Potential bias in the meta-analysis: 
ROB-ME tool
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5.3 ... multiple eligible analyses of the data?
Reponses:  Y/PY/PN/N/NI

Analysed in 
accordance 

with pre-
specified plan?

Reported 
result likely 
selected on 
the basis of 
the results?

5.1. Were the data that produced this result analysed in 
accordance with a pre-specified analysis plan that was 
finalized before unblinded outcome data were available 
for analysis? 
Reponses: Y/PY/PN/N/NI

Is the numerical result being assessed likely to have been 
selected, on the basis of the results, from...

5.2. ... multiple eligible outcome measurements (e.g. 
scales, definitions, time points) within the outcome 
domain?
Reponses:  Y/PY/PN/N/NI
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Randomized controlled trial evaluating intradiscal injection of steroid in patients with low back pain



Randomized controlled trial evaluating intradiscal injection of steroid in patients with low back pain

Different possible ways to report 
the results?



Reporting of results?

• Mean at M1
• Mean at M6
• Mean at M12

• Mean change from baseline at M1
• Mean change from baseline at M6
• Mean change from baseline at M12

Dichotomization
• Success is defined as less than 40/100 on pain numeric scale
• Success is defined as less than 35/100 on pain numeric scale
• Success is defined as less than 30/100 on pain numeric scale
• Etc…



Primary Outcome Measures : Back pain level assessed on a 11-point 
numeric scale (0-100) at 1 month. Success is defined as less than 40 on 
pain numeric scale at 1 month [ Time Frame: 1 month ]
CT.gov
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numeric scale (0-100) at 1 month. Success is defined as less than 40 on 
pain numeric scale at 1 month [ Time Frame: 1 month ]
CT.gov

Low risk of bias
Analysed in accordance with a prespecified plan



Primary outcome: Back pain level assessed on a 11-point numeric scale
(0-100) at 12 month



Randomized controlled trial evaluating intradiscal injection of steroid in patients with low back pain



High risk of bias
The numerical result being assessed likely to have been selected on the basis of the 

results

Primary outcome: Back pain level assessed on a 11-point numeric scale (0-
100) at 12 month



COVID example
Horby P, Lancet, 2020

Outcomes
• Mortality (day 28)
• Time to discharge from hospital

Resources 
o Protocol – Yes 
o Statistical Analysis Plan - Yes
o Registry entry (prospective 

registration)- Yes

o All resources are consistent



Horby P, Lancet, 2020

Outcomes
• Mortality (day 28)
• Time to discharge from hospital

Resources 
o Protocol – Yes 
o Statistical Analysis Plan - Yes
o Registry entry (prospective registration)-

Yes

o All resources are consistent

Low risk of bias
Analysed in accordance with a prespecified plan



COVID example

Outcomes
• Time to clinical improvement
• Time to viral negative conversion 
• Incidence of clinical improvement (day 14)

Sources
• Protocol – no 
• Statistical Analysis Plan - no
• Registry entry – Yes

Analysis planned /reported
o All outcomes are reported completely in the registry and consistently in 

the publication



COVID example

Outcomes
• Time to clinical improvement
• Time to viral negative conversion 
• Incidence of clinical improvement (day 14)

Sources
• Protocol – no 
• Statistical Analysis Plan - no
• Registry entry – Yes

Analysis planned /reported
o All outcomes are reported completely in the registry and consistently in 

the publication
o However the registration was not done prospectively

Some concerns. 
NI on the prespecified plan




